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Thoughts? 

Bruce 

From: Lisa Graver 
Sent: Wednesday, November 11, 2009 11:01 AM 
To: Bruce Sullivan 
Subject: FW: Oxycodone ER launch 

Attorney-Client 
Lisa Graver 
Vice President-!ntel!ectuaf Property 

Actavis 
200 Elmora Avenue t 908-658-2510@ LGraver@actavis.com 
Elizabeth , NJ 07202 United States w www.actavis.com 
Internal VoIP number t 1202510 

Ple;;;$e nc)i,c; th,,t this e--;1iaH ;;ind its atlilch1Knts am iliLnded foe the m,1Kd adcbi,ss• ,, only and ,rn;y conlilin ffom,atbn thm is c;:;nfdential ;,:nd Yi'JJqce•,d. ;, 
you h1'JC by coincdencc or mislilbc or wsth:;f s;Kdk authoriz2Xon rnuived this e-md ;;;nd is c1ttaohments we rnque$t thit you nod; us 1m;1·iedidely 
you h1'JC nxe\,,c,:I ,hem in c,TN, uphoid s,ric, u),·{kk;nt1,,Wv and neit·ie1· read. no1· oth,crwis,c m;;i\e else of ,hdr s:con,cnt in ;,:ny Pie;;;sc n,:;te th,c 
%ndcr d this e-mail cil'd its attach1Knts is soieiy req:>on,;ible for i,s content if rt not conwn, th,c ope,;;itions o! Aclilvis Crnq:, or subsidia,b$. 

From: Michael Perfetto 
Sent: Tuesday, November 10, 2009 12:50 PM 
To: Lisa Graver; Doug Boothe 
Cc: Jinping McCormick; Bob Miranda; Chris Gordon 
Subject: FW: Oxycodone ER launch 

Attorney-CI ient 
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tx 

Michael Perfetto 
VP, Sales and Marketing 

Actavis 
60 Columbia Rd. Bldg 8 t 908-868-9778 @ mpertetto@actavis,com 
Morristown, NJ 07960 United States f 607-724-0322 wwww,actavis.com 
Internal VoIP number 

Pleeo,8 1,ote that this e-1T12H a11d its atbchT10nb 2re int011rfod for he mr0ed 2ddmss00 onlv 2nd rnay rnnbh i1,for1'02tion th2, is c0ddential end pride9ed. 1, 
you h2ve by coillcdence OI' 1,·iistake or ;,;itho;Jt spedfo 2dhorizafon received this e-1'02il e1,d ics attachi1'enb we that yo,1 notify ,,s iflc1·11edietely that 
you h2ve mceived hni, ir, e1w1·, uphoid she, cn,·ifids•11 ti,,lh, 2nd neihn te2d. mr othe1wise ri,a~e ,Jse w0,ent ill eny Pleese nvte the 
sendet d this e-11'2il rn,d its att2ch·0enb is soiely res1:)00,;ible fvl' i,s rnnt00t if it not concet0 the operations of Adavis Groq1 01· o,utskii21•i0c,. 

From: Jinping McCormick 
Sent: Tuesday, November 10, 2009 12:32 PM 
To: Lisa Pehlke; Michael Berryman; Michael Dorsey; Michael Perfetto; Nancy Baran; Steve Cohen; Thad Demos; 
Andrea Johnson; Bob Miranda; Chris Gordon; John Reed; Soojung Chung; Violet Wojtulewicz 
Cc: David Myers; Karen Stoedter 
Subject: Oxycodone ER launch 

All, 

Enclosed please find the following information for Oxycodone ER launch: 

• Sell sheet including Pl - can be sent to customers. Hard copies are being printed as we speak. 

• Product profile sheet 

• Container labels 

• Pl 

• HDMA forms 

Please note the official name on the label is Oxycodone HCI Controlled-release Tablets. This tablets color and 
imprints are exactly the same as the brand. 

Please take a look at the HOMA forms, pricing and let me know if anything needs to be corrected . 

Jin ping 
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HDMA Standard Product Information Pharmaceutical Products IZI New Item D Promotion/Deal D Open Stock D Post Launch Change 
Date· Nov 24 2009 Page 1 of 2 

PRODUCT INFORMATION SPECIAL HANDLING AND STORAGE REQUIREMENTS 

Manufacturer/Broker Name: Actavis Totowa LLC Number: 52152 a. Temperature - Indicate the normal temperature range for this product. 

Product Name: Ox1codone controlled release tablets 80mg I. Controlled Room Temperature (68° - 77° F) ~ 
Product ID Number: 

~ NDC 52152-411-02 ~ UPC/GTIN # 3 52152-411-02 0 
II . Room Temperature (59° - 86° F) □ 

Description: Round, unscored, green-colored, convex tablets im~rinted with OC on one side Ill. Excessive Heat (>104° F) □ 
and 80 on the other IV. Cool (46° - 59° F) □ Address: 990 Bi~erYiew D[i~e 
City, State, Zip: Iolowa ~ I OZ512 V. Refrigerated (36° - 46° F) □ 
Key Contact: .li □ lli □g McCatmick Fax: VI. Frozen (-4° -14° F) □ 
Phone Number: 888-925-2342 Ext: VII. No Requ irement □ 
Phone Number: Ext: 

Is the Product? ~ Direct Ship Item D Drop Ship Item b. Are temperature excursions permitted/allowed for product? ~Yes □ No 

Is the Product a Controlled Drug? ~Yes □ No If Yes, provide the temperature range and hours duration: 
If Yes, Schedule Number: C II 59 -86F and 

Is this ARCOS reportable? □ Yes □ No 
Is this Product a Legend Device? □ Yes ~ No C. Are there additional storage and shipping requirements? □ Yes ~No 

Country of Origin: USA If yes, please provide on page 2. 
Harmonization Code Number for International Shipping: 

Is this product a Hazardous Material or Cytotoxic Agent? 

□ Yes ~No If yes, provide additional information on page 2. 

Attach copy of Material Safety Data Sheet (MSDS) 

Attach Package Insert 
ADDITIONAL PRODUCT ITEM AND PACKING INFORMATION INFORMATION 

Is there a minimum order quantity? 
Size/Strength Unit Mstr. Inner Wght. Case Item Pallet # Cases/ 

/Form Of Sale UPC Code Shpr. Case Pk Lbs. Cube Dimensions Dimensions Dimensions Pallet 
If yes, D Case D Carton ~ Item ~ Bottle Case: 48 Case: 0.37 Depth: Depth: Depth: 

Number of Pieces? 48 100/80mg/ D Box 4.25 lb cu ft 11 .81" 1.83" 40" 100 ---
Shelf Life: 35 Months CR Tablets D Glass jar Carton: Carton: Height: Height: Height: 

---
Whsl. Code#: D Ampule 7.38" 3.28" 

D Other Item: Item: Width: Width: Width: 
Fineline Code: 

3 5215241102 0 1.34 oz 7.31" 1.63" 48" 
Is Item? D Unit Dose D Unit of Use For Generic Drug Products: I. Orange Book Rating: AB II. Product Color: green 
If Unit Dose, is item bar coded to unit Ill . Brand Name Equivalent: Ox:iContinr IV. Generic Name For Brand: Ox1codone CR Tablet 
dose for Hospital tracking purposes? COST INFORMATION 

□ Yes □ No 
Purchase Allowance Distribution Allowance Invoice Net Mfr's Avg Retl SRP Excise 

Will handling data change in the f irst: Regular □ 01 □ BB □ 01 □ BB Cost($) Cost($) AWP Price($) ($) Tax 
6 months? □ Yes Cost($) $ % $ % 
9 months? □ Yes DZ 

12 months? □ Yes EA $974.75 1170.17 

Unknown? nYes PPK 

This offer is made on a proportionally equal basis to all sellers' accounts completive with customer. Signature: 

Copyright© 2005 by the Healthcare Distribution Management Association Revised 02/21/06 
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HDMA Standard Product Information Pharmaceutical Products Page 2 of 2 

Item Description: Oxycodone CR Tablets Manufacturer: Actavis Totowa LLC 

If additional information is necessary, provide on right of page or as attachment. 
HAZARDOUS MATERIAL INFORMATION ADDITIONAL INFORMATION AS NECESSARY 

Is this product: 

a) Cytotoxic? □ Yes 1Zi No 

b) Carcinogen? □ Yes 1Zi No 

c) Inhalation Hazard? □ Yes IZI No 

d) Contact Hazard? □ Yes IZI No 

Is this item considered a carcinogen? 

Is this item an aerosol requiring special storage? 

Does this product require special clean-up instructions? 

If yes, attach MSDS with special instructions. 

Department of Transportation (DOT) I.D. Number: __ _ 

Hazard Class/ORM Code: 

D Yes IZJ No 

D Yes IZ! No 

D Yes IZJ No 

OSHA/DOT CHEMICAL STORAGE CLASS 
Please check appropriate Class(s) for this product. 

1ZJ ORGANIC 

□ INORGANIC 

□ ANTINEOPLASTIC 

□ STEROID/ANDROGEN 

□ CORROSIVE/OXIDIZER □ ESSENTIAL CHEMICAL 

□ AEROSOL □ PRECURSOR CHEMICAL (Describe below) 

□ AEROSOL CLASS □ MAXIMUM QTY LEVEL 
Is the product restricted for air shipping? 

D Passenger 
D Cargo 
D Passenger & Cargo 

Precursor Chemical: 

Ephedrine 

Pseudoephedrine 

Phenylpropanolamine 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

1Zi No 

Size/Strength 

ADDITIONAL STORAGE AND SHIPPING REQUIREMENTS 

Is this product to be shipped to customers on ice? 

Is this product to be shipped to customers on dry ice? 

Does this product require refrigerated truck for transport? 

Is this Product State Regulated? 
If yes, list states on the right or as an attachment. 

□ Yes 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

IZI No 

□ No 

Are there special returns requirements? D Yes IZJ No 

If yes, provide requirements in the space to the right or as attachment. 

Copyright© 2005 by the Healthcare Distribution Management Association 
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Oxycodone Hydrochloride 
Controlled-Release Tablets CII 

National Brand Name: 

Brand Manufacturer: 

Therapeutic Rating: 

Product Description: 

OxyContin® Tablets 

Purdue Pharma L.P. 

Compared to OxyContin® Tablets 

Active Ingredient: Oxycodone Hydrochloride 

OTC 

10mg: 

20 mg: 

40 mg: 

80mg: 

Round, unscored, white-colored, convex tablets imprinted with OC on one 
side and 10 on the other. 

Label: 

Round, unscored, pink-colored, convex tablets imprinted with OC on one 
side and 20 on the other. 
Round, unscored, yellow-colored, convex tablets imprinted with OC on 
one side and 40 on the other. 
Round, unscored, green-colored, convex tablets imprinted with OC on one 
side and 80 on the other. 

Actavis 

Packaging Information: 

10 mg 100s 20 mg 100s 

NOC Number: 52152-408-02 52152-409-02 

UPC Number: 3 52152-408-02 0 3 52152-409-02 7 

Case Quantity: 48 Bottles 48 Bottles 

Case Dimensions 
11.81" X 7.31" X 7.38" 11.81" X 7.31" X 7.38" 

(LxWxH): 

Case Cube: 0.37 ft 0.37 ft 

Case Weight: 4.25 lb 4.25 lb 

Bottle Dimensions 
3.28" X 1.83" X 1.63" 3.28" X 1.83" X 1.63" 

(HxDxW): 

Bottle Weight: 1.34 oz 1.34 oz 

* OxyContin@ is a registered trademark of Purdue Pharma L.P. 

A253 Rev 10/2009 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

40 mg 100s 80 mg 100s 

52152-410-02 52152-411-02 

3 52152-410-02 3 3 52152-411-02 0 

48 Bottles 48 Bottles 

I 1.81" x 7.31" x 7.38" 11.81" X 7.31" X 7.38" 

0.37 ft 0.37 ft 

4.25 lb 4.25 lb 

3.28" X 1.83" X 1.63" 3.28" X 1.83" X 1.63" 

1.34 oz 1.34 oz 
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Eich Controlled-AelHH 
T1blttCont1ini: 
Oxycodon• 
Hydrochloride,USP 10m-. 
u,1.11IDou-.•:S .. p1cb-.t 
outun/orfullprncribing 
·'n1f on 

Sw1llowt1bl1t1 whol1. Do 
not cn,ui.., brHll, Of ch••· 
Di1p1nain11i-.l11 
li_iht-rt1i1t1ntrnnt1iner. 
Store ~tW'25"'(16~'-77'F) 
with 1wm ion1 p,trmi tt•d 
b•twun1S'-30''C(S9''-86"F) 
15tt USPControlled F:oom 
T•mp,tr•tur.--

U.S.PatentNos 
5,508.042:7,129,248 
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NDC 52152-408-02 

8:0nly 

Oxycodone G 
Hydrochloride 
Controlled-release 
Tablets (E]mg 

100 tablets 

=N ~o 
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Eich Controlled-AelHH 
T1blttCont1ini: 
Oxycodon• 
Hydrochloride,USP 20m-. 

u,1.11IDou-.•:S .. p1cb-.t 
outun/orfullprncribing 
·'n1f on 
Sw1llowt1bl1t1 whol1. Do 
not cn,ui.., brHll, Of ch••· 
Di1p1nain11i-.l11 
li_iht-rt1i1t1ntrnnt1iner. 
Store ~tW'25"'(16~'-77'F) 
with 1wm ion1 p,trmi tt•d 
b•twun1S'-30''C(S9''-86"F) 
15tt USPControlled F:oom 
T•mp•r•turc 

U.S.PatentNos 
5,508,042;1,129,248 
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NDC 52152-409-02 

8:0nly 

Oxycodone G 
Hydrochloride 
Controlled-release 
Tablets~mg 

100 tablets 
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US.Patent Nos 
S,508,042;7,129,248 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

NDC 52152-410-02 

8:0nly 

Oxycodone G 
Hydrochloride 
Controlled-release 
Tabletsrnmg 

100 tablets 

=N ~o 
_o 
-:; 
-N 
::::::::::::LI'\ =..-
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Eich Controlled-RelHH 
T1blttCont1ini: 
Oxycodon• 
Hydrochloride,USP 80m-. 
u,1.11IDou-.•:S .. p1cb-.t 
outun/orfullprncribing 
·'n1fon 

Sw1llowt1bl1t1 whol1. Do 
not cn,ui.., brHll, Of ch••· 
Di1p1nain11i-.l11 
li_iht-rt1i1t1 ntrnnt1iner. 
Store~tW'25"'({68'-77'F) 
with 1wmion1 p,trm itt•d 
b•twun1S'-30''C(S9''-86"F) 
15tt USPControlledF:oom 
Tc mp•r•tur•l 

US.P•i.ntl-01 
5,50i,042;7,l2'il,2~8 
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NOC 52152-411-02 

llOnly 

Oxycodone ([ 
Hydrochloride 
Controlled-release 
Tablets fil!]mg 

100 tablets 
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WARNIN0: 
0ryc:1llo11llyllroclllorilli,11te■dtll-r1le11ei11no11ioill11-
01i1t Hd I ,,111,11.1, II CHfrtll!UII HbllHCI with H IIIHe 
li1llility1i■il1rtomor11llli11. 
0xycodonec-.nbeabusedinamannersiinilartootherop101d 
aoonists lecal or ilhc1t. This should be con,idered when pre­
scribinc ordispensinc oxycodonehydrochloride extended-re­
lea~e in situations where the phyeician or pharmacist is 
concernedabout-.n increasedri:.kotmisuse.abuse.ordiver­
s1on 
Oxycodone hydrochloride extended-release tablets are an 
extended-releaseoralformulationofoxycodonehydrochlo­
ride indicatedforthemanagementofmoderatetosevere 
pain when a continuous, around-the-clock analgesic is 
neededforanextendedperiodoflime. 
Oxycodonehydrochlorideextended-releasetabletsareNOT 
intendedforuseasaprnanalgesic. 
Oxycodone hydrochlorideextended-release60 mg, 80mg 
and 16D mgtablets, or a single dose greaterthan40 mg, 
ARE FOR USE IN OPIOID·TOLERANT PATIENTS ONLY. A sin· 
gle dose greater than 40 mg or total daily doses greater 
than80mgmaycausefatalrespiratorydepressionwhen 
administeredtopatientswhoarenottoleranttotherespi• 
ratorydepressanleffeclofopiods. 
OXYCODONE HYOROCHLORIOE EXTENDED-RELEASE 
TABLETS ARE TO BE SWALLOWED WHOLE ANO ARE 

I AIuo s1ua11ed 1ue,aIO1-po1do m asn JO! fiw 08, I 
.liw 08 'liw Ot 'liw Ol 'liw O~ 

Sl31BV1 
3SV313l:l-030N31X3 

'::'\ 30ll:101H30l:IOAH 
::., 3N0003AXO 

8949-00 

111 Ill I 
&Only 

NOT TO BE BROKEN, CHEWED, OR CRUSHED. TAKING 
BROKEN, CHEWED, OR CRUSHED OXYCODONE HY­
DROCHLORIDE EXTENDED·RELEASE TABLETS LEADS TO 
RAPID RELEASE AND ABSORPTION OF A POTENTIALLY 
FATAL DOSE OF OXYCODONE. 

DESCRIPTION 
Oxycodone hydrochloride extended-release tablets are an 
opioid analoesic supplied in 10 mo. 20 mo, 40 mo, and 80 
mo tablet strenoths for oral adminis:ration. The tablet 
strenoths describe the amount of oxycodone per tablet as 
the hydrochloride salt The structural formula for oxycodone 
hydrochloride isas follows 

ce,o •• o .. 
o. l .c18 

~r~:-CH, 
o',✓ ._,/ H 

The chemical formula is 4,5o-epoxy-14-hydroxy-3-
methyoxy-17-methylmorphinan-6-one hydrochloride 
Oxycodone is a white, odorles crystallilne powder derived 
from the opium alkaloid, thebaine. Oxycodone hydrochlo­
ride dissolves in water (1 o in 6 to 7 ml). It is sliohtly sol­
uble in alcohol (octanol water artit1on cJeffic1ent 0.7) The 
tablets contain the follow1no inactive inoredients: ammo­
nia methacrylate copolymer. hypromellose, lactose. mag­
nesium stearate, polyethylene olyccl 400, povidone, 
sodium hydroxide, sorb1c acid, stearyl alcohol, talc, tita­
nium dioxide, and triacetin 
The 1 Omo tablets also contain: hydroxypropyl cellulose 
The 20 mo tablets also contain. polysorbate 80 and red 
iron oxide 
The 40 mo tablets also contain. polysorbate 80 and yellow 
iron oxide 
The 80 mo tablets also contain: FD&C blue No 2. hydrox­
ypropyl cellulose. and yellow iron oxide 
CLINICAL PHARMACOLOGY 
Oxycodone Is a pureaoon1st opioid whose principal ther­
apeutic action Is analgesia. Other members of the class 
known as opioid ai;ionists include substances 5Uch as 
morphine, hydromorphone. fentany l, codeine, and hy­
drocodone. Pharmacolooical effects of opioid aoonists in­
clude anx1olysis, euphoria, feelin~s of relaxation, 
respiratory depression. constipation, rnio5i5, and cough 
suppression. as well as analoesia. like all pure opioidao­
onistanaloesics. with increasino doses there is increasino 
analoesi,1, unlike with mixed aoonist/antaoonists or non-

op1oidanaloesics,wherethereisa l1mittotheamloesic 
effect with increasino doses. With pure opioid coonist 
analoesics, there is no defined maximum dose, the ceilino 
toanalcesice1fectivenessis imposed only by side effects, 
the more seriou5 of which may inclu de somnolence and 
respiratory depre5sion 
Cutr11 Nerwen Sy1t1r1 
The precise mechanism of the analoes1c action Is un~nown 
However, specific CNS opioid receptors tor endogenous 
compounds with opioid-like activity have been ident1f1ed 
throuohoutthe brain and spinal cord and play a role in the 
analoesice1fectsofthisdruo 
Oxycodone produces respiratory depression by direct ac­
tion on brain stem respiratory centers. The respiratory de­
pression involves both a reduction in the responsiiteness 
of the brain stem respiratory centers to increases in car­
bon dioxidetensionandtoelectrical5timulation 
Oxycodone depresses the couoh reflex by direct effect on 
the cough center in the medulla. Antitussive effect5 may 
occur with doses lower than those u5ually requi·ed for 
analoesia 
Oxycodone causes mios1s, even in total darkness. Pinpoint 
pupils are a sIon of opioid overdose but are not patl10i;i­
nomonic (e.o., pontinelesionsof hemorrhao1corischemic 
orio1n may produce similar findinos). Marked mydriasis 
rather than miosis may be seen with hypoxia in the settino 
ol oxycodone hydrochloride extended-release overdose 
(See OVEROOSA0E) 
811troi•t11Uul Tract A•d Other Smootll M11cle 
Oxycodone causes a reduction in moti lity associated with 
an increase in smooth muscle tone 1ntheantrumofthe 
stomach and duodenum. Dioestion of food in the smal l in­
testine Is delayed and propulsive contractions are de­
creased. Propul5ive peristaltic waves in the colon -'.re 
decreased, while tone may be increased to the point of 
spasm resultino in constipation. Other opioid-induced ef­
fects may include a reduction m oastric, biliary and pan­
creatic secretions, spasm of sphincter ol Odoi, and 
transient elevations in serum amylase 
C1rdiov111:1lar Sy1t1111 
Oxycodone may produce release of histamine with or with­
out associated peripheral vasodilation. Manifestatons of 
histamine release and/or peripheral vasodilation may m­
cludepruritus, flushino,redeyes,sweatino,and/orortho­
static hypotension 
C11c:entr1tion - Efficacy R1l1ti111hi111 
Studies in normal volunteers and patients reveal predictable 
relationships between oxycodone dosaoe and plasma oxy­
codone concentrations, as well as between concentration 
andcertainexpectedopio1de1fects,suchaspupillarycon­
str1ction. sedation, overall"druoetrect",analoesIaandteel­
inosof "relaxation" 
As with all opioids. the minimum effective plasma concen­
tration for analoesia will vary widely amono patients. espe­
cially amono patient5 who have been previously treated with 
potentaoonistopioids.Asaresultpatientsmustbetreated 
with ind1vidualizedt1tration ofdosaoetothedesiredenect 
The minimum effective analgesic concentration of oxy­
codone for any individual patient may increase overtime 
due to an increase in pain, the development of a new pain 
syndrome and/or the development of analoes1c tole·ance 
C1nuntr1tio1- Ai,eru E1p1ri1nc1 R1l1tio11hi,1 
Oxycodone hydrochlorideextended-releasetabletsareas­
sociated with typical opioid-related adverse exper ences 
There is a oeneral relationship between increasino oxy­
codone plasma concentration and increasinotrequencyof 
dose-relatedopio1dadverseexperiencessuchasnausea, 
vom1tino, GNSeffects. and resp iratory depression. In opi· 
aid-tolerant patients, the situation i5 altered by the devel­
opment of tolerance to opio1d-relatedsideeffects, and the 
relationsh1p1snotclirncallyrelevant 
As with all opioids, the dose must be individualized (see 
DOSAGE AND ADMINISTRATION), because the e1fective 
analoes1c dose for some patients wil l be too hioh to be tol­
erated by other patients 
PHARMACOKINETICS AND IIIETABOLISII 
Theactivityofoxycodonehydrochloride extended-·elease 
tabletsisprimarilyduetothe parentdruo oxvcodone. Ox:y­
codone hydrochloride extended-release tablets are de­
signed to provide controlled delivery of oxycodone over 
12hours 
Breakino. chewino or crush1no oxycodone hydrocnlor1de 
extended-release tablets el iminates the controlled del ivery 
mechanismandresults1ntherapidreleaseandabsorption 
of a potential ly fatal dose of oxycodone 
Oxycodone release from oxycodone hydrochloride ex­
tended-relea5e tablets is pH independent Oxycodone is 
well absorbed from oxycodone hydrochloride ex:tended­
release tablets with an oral bioavailability of 60% to 87% 
The relative oral bioavai lability of oxycodone hydrochloride 
extended-release to immediate-release oral dosao~ forms 
Is 100%. Upon repeated dosino in normal volunteers In 
pharmacokinetic studies, steady-state levels were 
achieved with in 24-36 hours. Dose proportionality and/or 
b1oava1labillty has been establ ished for the 1 Omo, 20 mo 
◄ Omo, 80 mo, and 160 mo tablet strenoths for bo1h peak 
plasma levels (Cmax) and extent o1 absorption (AUG) 
Oxycodoneisextensivelymetabolized and eliminated pri­
marily in the urine as both conjuoated and unconjuoated 
metabolites. The apparent elimination half-life of oxy­
codone fol lowino the administration of oxycodone hy­
drochloride extended-release was 4 5 hours compared to 
3.2 hours for immediate-release oxycodone 
All1or11ti1n 
About 60% to 87~1• of an oral dose of oxycodone reaches 
the cantr2I compartment in comparison to a paromttral 
dose. This hioh oral b1oavai labllity is due to low pre-sys­
temic and/or first-pass metabolism. In normal volunteers 
the t½ of absorption Is 0.4 hours for immediate-release 
oral oxycodone. In contrast oxycodone hydrochloride ex­
tended-release tablets exhibit a biphasic absorption pat­
tern with two apparent absorption half-lives of 0.6 ~nd 6.9 
hours, which describes the initial release of oxycodone 
from the tablet followed byaprolonoed release 
Pllll'II Oxycoio11 lly Ti111 
Dose proportional ity has been established for the 10 mo 
20 mo, 40 mg, and 80 mg tablet strenoths for both peak 
plasma concentrations (Cmaxl and extent 01 absorption 
(AUG) (see Table 1 below). Another study established that 
the 160 mo tablet is bioequivalent to 2 x 80 mo tatlets as 
well as to ◄ x 40 mo for both peak plasma concentrations 
(Cmax) and extent of absorption (AUC) (see labia 2 
below). Given the short half-life of elimination of oxy­
codone from oxycodone hydrochloride extended-release, 
steady-state plasma concentration• of oxycodone are 
achieved within 24-36 hours of initiation of dosiro with 
oxycodone hydrochloride extended-release tablets. In a 
study comparino 1 O mo of oxycodone hydrochlonde ex­
tended-release every 12 hours to 5 mo of immediate-re· 
lease oxycodone every 6 hours, the two treatments were 
found to be equ ivalent for AUG and Cmax, and similar for 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

Cmin (trough)concentrat1ons 
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not other, druo enacts. The t½ elimination for oxycodone m· 
creased by 2.3 hours (see PRECAUTIONS) 
Dru1-Dr1g l1t1r1ctio11 (see PRECAUTIONS) 
Oxycodone is metabolized in part by cytochrome P◄ 50 
2D6 and cytochrome P450 3M and in theory can be af­
fected by other druos 
Oxycodone is metabolized in part by cytochrome P450 
2D6 to oxymorphone which represents less than 15% of 
the total admmi5tered dose. This route of elimination may 
be blocked by a variety of druos (e.o., certain card1ovas­
culardruosincludino am1odaroneand quinidineaswellas 
polycycl ic anti-depressants). However, inastudyinvolvino 
10 subjects usino quinidine. a known inhibitor of cy­
tochrome P450 206, the pharmacodynamic effects of oxy­
codone were unchanoed 
Ph1r1111c:0dyumin 
A sinole-dose, double-blind, placebo- and dose-controlled 
study was conducted usino oxycodone hydrochloride ex­
tended-release (10, 20, and 30 mo) in an analoesic pain 

TABLE 1 model involvino 182 patients with moderate to severe 
cc""~""~'·/4~• •~""'~!ic~ien~"~"~iati~'"'c' -,--,-----,---,--,---, pain. Twenty and 30 mo of oxycodone hydrochloride ex-

~:!~~:1orm {no•~~l:L)1 (n~~~·L) rh~:i (¥:1:~) :i~~ep~;~e~~~~:~:;~1!u~ri~~;l~~;~~~i~t~l:;1~~1iy~~i~fi 
fcs,-,,-I, 0~,.-, -----+-------~---1 icant. The onset ol analoesicaction with oxycodone hy-

10 rno Olycodo~• drochlorideextended-releaseoccurred w1th1n 1 hour in 1007[26.6 10.6[201] 27 [H 1] 

~:1~rnodc:~~;.1:m most patients followino oral administration 
cc20~,-,0c-0'1-00'-cd,~,,----+-----------I CLINICAL TRIALS 

H¥drochlord1 A double-blind placebo-controlled, fixed-dose. parallel 20751359] 214!36,6] 32[~H] 
htend1d·rr1,m oroup. two-week study was conducted in 133 patients 
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:~t~a~~~~~~cad~~i:;::ai~ ~~~~;~I :i~~· t~:i~ ~~~:~~~~:r~ 
f-,0-,,-,,-0,-,00-00-,,----+------------, -'.py. In this study. 20 mo oxycodone hydrochloride ex­

Htdror-11I0•1dt tended-release q12h but not 10 mo oxycodone 
e-''-"_11d•_,_rtle_n_•·----+------------, hydrochloride extended-release qi2h decreased pain 

4231[333 393[340] 31[774] 

10855[323]1 985(321] 21[523] 

~o-~~I~~7c'idc1111 compared with placebo, and this difference was statisti-
labI,11 q12~ cally sionif1cant . 1036[3361151[3101' 3 2 l"g-~I 72[481] 

s mg 11111reniaie INDICATIONS AND USAGE 
990[362] 15.5(288] 16,497] 7 ◄ [~0,£,] 

rcleas~ q6I1 Oxycodone hydrochloride extended-release tablets are 
TABLE2 an ex:tended-release oral lormulation ol oxycodone hy-
~"'-'"-'"/4_.,_.,_uic_ien_,,_.,~iati_,o_f -------~-- drochloride indicated for the manaoement of moderate 

~~:~;:1orm (•r~~l~~L)1 (•~j~•L) rh~:) (~i~~l :~a~;~~~g i~~~e~e~e~O~ acno~;i~~~~~,p~~f~;~f\~~-~lock 
f-Si-,,-,. ,-os-, --f---------+-~----, Oxycodone hydrochloride extended-relea~e is NOT m-
◄ x ◄Omo oxrcodon, 1915 3134.7] 152 o [28 9J 2 E~ [42 31 tended for use as a pm analoesic 
~:1~rnodc:t~1:... Physicians should indiv1dual1ze treatment m every case, 
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fc"-'"='''_d-_r•l•~"-•·~,----------t------1 steroidal anti-inflammatory druos and acetam inophen 
1, mm~ o,yco~on1 to op1oids in a plan of pain manaoement such as out-
~;'~'.~dc•~~;,1:m' 1856.4 :3o5
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eration of State Medical Boards Model Guidelines, or the 

American Pain Society 01ycoi111 llyirocllloriil Ext11ied-R1l1111 ii NOT INDI­
CAJED FOR RECTAL ADMINISTRATION. Data trom a study 
1nvolvino 21 normal volunteers show that oxycodone hy­
drochloride extended-release tablets administered per rec­
tum resulted In a~ AUG 39% oreater and a Gmax 9% h1oher 
than tablets administered by mouth. Therefore, there1san 
1ncreasednskofadverseeventswith rectal administration 
Food Effect1 
Food has no sionificant effect on the extent of absorption 
of oxycodone from oxycodone hydrochloride extended-re­
lease However, the peak plasma concentration of oxy­
codone increased by 25% when a oxycodone 
hydrochloride extended-relea5e 160 mo tablet was admin-
1stered with a hioh-fat meal 
Di1trib•ti11 
Followino intravenous admin istration. the volume of d1s­
tr1but1on (Vss) lor oxycodone was 2.6 L/ko. Oxycodone 
bindino to plasma protein at 3rG and a pH of 7.4 was 
about ◄s•1t. Once absorbed. oxycodone is distributed to 
skeletal muscle, liver, intestinal tract, lunos, spleen. and 
brain. Oxycodone has been found in breast milk (see PRE­
CAUTIONS) 
Metalloli111 
Oxycodone hydrochloride is extensively metabolized to 
noroxvcodone. oxymorphone, and their olucuronides The 
major circulatino metabolite is noroxycodone with an AUC 
ratio of 0.6 relative to that 01 oxycodone. Noroxycodone 
is reported to be a con5iderably weaker analoes1c than 
oxycodone. Oxymorphone, although possessing analoesic 
activity, Is present in the plasma on ly in low concentra­
tions. The correlation between oxymorphone concentra­
tions and opioid effects was much less than that seen with 
oxycodon" plasma concentrations. The an.1Ioesic activity 
profile of other metabolites is not known 
The formation of oxymorphone. but not noroxycodone. is 
mediated by cytochrome P450 2D6 and, cytochrome P◄SO 
3A4, respectively. In addition. noroxymorphone formation 
Is mediated by both cytochrome P450 206 and cy­
tochrome P450 3A4. Therefore, the formation of these 
metabolitescan1ntheorybeaffectedbyotherdruos(see 
Dr11-Dr1g l1t1rac:lio11) 
E1cr1ti1n 
Oxycodone and its metabolites are excreted primarily via 
the kidney. The amounts measured in the urine have been 
reported as follows: free oxycodone up to 19~,;,: conju­
oated oxycodone up to 50%; free oxymorphone 0%; con­
juoated oxymorphone s 14%, both free and conjuoated 
noroxycodone have been found in the urine but not quan­
tified The total plasma clearance wa~ 0 8 Umin for adults 
S11ecial Po11•latio11 
Elierly 
The plasma concentrations of oxycodone are only nominally 
affected byaglil, beino 15%gre.ltlilrinalderly:i.s.cornparlild 
toyouno subjects 
Ginder 
Female subjects have, on averaoe, plasma oxycodone con­
centrations up to 25% hioher than males on a body we1oht 
adjusted basis. Thereasonforthisdifferenceisunk.nown 
Renal l11111ir■ i,1t 
Data from a pharmacokineticstudy involvino 13 patients 
withmildtosevererenaldys1unction (creetin ineclearance 
<60 mUmin) show peak pla•ma oxycodone and noroxy­
codone concentr-'.tions 50% -'.nd 20% hioher, respectively 
and AUG values for oxycodone, noroxycodone, and oxy­
morphone 60%, 50%, and 40% hioher than normal sub-
1ects, respectively. This i5 accompanied by an increase in 
sedationbutnotbydifferences1nrespiratoryrate,pupil­
lary constriction, or several other measures of druo effect 
There was an increase int½ of elim1nat1on for oxycodone 
of only 1 hour (see PRECAUTIONS) 
H1111tic: l11111ir■ i,1t 
Data from a study involvino 24 patients with mild to moderate 
hepatic dysfunction show peak plasma oxycodone and norox­
ycodone concentrations 50% and 20~1• hioher, respectively, 
than normal subjects. AUG values are 95•1t and 65% h1oher, 
respectively. Oxymorphone peak plasma concentrations and 
AUG values are lower by 30% and 40~1o 

Thesedinerencesareaccompaniedbymcreasesinsome,but 

Oxycodone hydrochloride extended-release is not indi­
cated for pain in the IITimediate postoperative period (the 
first 12-24 hours followino suroery), or if the pain is mild, 
or not expected to persist for an extended period of time 
Oxycodone hydrochloride extended-release is only indi· 
cated /or postoperative use if the patient is already receiv­
ino the druo pnor to suroery or if the postoperative pain 
is expected to be moderate to severe and persist for an 
extended period ol time. Physicians should individualize 
treatment. movino lrom parenteral to oral analoesics as 
appropriate. (See American Pain Society ouidelines.) 
CONTRAINDICATIONS 
Oxycodone hydrochloride extended-release is contraindi­
cated in patients with known hypersensitivity to oxycodone, 
or in any situation where opioids are contraindicated. This 
includes patientswith sionificantrespiratorydepress1on (in 
unmonitoredsett1ngsortheabsenceof resusc1tat1veequ1p­
ment), and patients w1th acute orsevere bronch1al asthma 
or hypercarbia. Oxycodone hydrochloride extended-release 
iscontra1ndicatedinanypatientwhohasorissuspectedof 
havino paralytic ileus 
WARNIN0S 
OXYCOOONE HYDROCHLORIDE EXTENDED-RELEASE 
TABLETS ARE TO BE SWALLOWED WHOLE AND ARE 
NOT TO BE BROKEN, CHEWED, OR CRUSHED. TAKIN0 
BROKEN, CHEWED, OR CRUSHED OXYCODONE HY­
DROCHLORIDE EXTENDED-RELEASE TABLETS LEADS 
TO RAPID RELEASE ANO ABSORPTION OF A POTEN­
TIALLY FATAL DOSE OF OXYCOOONE. 
01yc:oio11 llyiroclllorid1 11te1d1d-r1l1111 61 111, 10 
111 ui ilO ■g t1blet1 ,r a 1in1l1 io11 gr11t1r tll1n 40 
111, ARE FOR USE IN OPIOID-TOLERANT PATIENTS 
ONLY. A 1i1gle io11 1r11t1r than 40 111, 1r total iaily 
do111 gr11ter than II 111, may nu1e f1t1I r11pir1tory 
depr111io1 wh11 1i■ ini1tsred to 111ti11t1 wh1 art ■ot 
tolerant to Ure r1111ir1t1ry i111r1111nt 111ct1 If 011i1ii1. 
Pati1nt1 lhllld bi, i11truct1i 1g1i11t He by ilii,idllll 
otllu tllu Ille p1Ue1t ler wllom it w11 11reicrill1d, as 
11c:II i1111pr111ri1te HI 111y llav1 1n1re m1dic11 c1n­
llllH ■c11, i1c:l•di11 ililllll. 
llli111e, All111 ui Di,ersi1n 11011ioid1 
Oxycodone Is an opmid aoonist of the morphine-type 
Such druos are souoht by druo abusers and people with 
addiction disorders and are subjecttocnminaldiversion 
Oxycodone can be abused in a manner similar to other opI­
oid aoonists, leoal or illicit This should be considered when 
prescribino or dispensino oxycodone hydrochloride ex· 
tended-release in 5ituations where the physician or phar­
macist is concerned about an increased risk of misuse, 
abuse,ord1version 
Oxycodone hydrochloride extended-release has been re­
ported as b1ino :..bused by crushing, chewing, snorting. 
oriniectino the di5solved product. These practices will re­
sult In the uncontrolled delivery of the opioid and pose a 
siomticant risktotheabuserthat could result in overdose 
and death (saa WARNIN0S and ORU0 ABUSE ANO AD­
DICTION) 
Concernsaboutabuse,addiction.and diversion should not 
preventthepropermanaoementofpain 
Healthcare professionals should contact their State Pro­
fes~ional Licensino Board, or State Controlled Sub~tance~ 
Authority tor information on how to prevent and detect 
abuse or diversion of this product 
l1t1r1c:lion1 with Alcoll1I 11i Dr111 of Abuse 
Oxycodone may be expected to have add1t1ve enects when 
used in con junction with alcohol, other opio1ds, or 1ll 1c1t 
druosthatcausecentralnervoussystemdepression 
DAU0 ABUSE AND ADDICTION 
Oxycodo11 llyir1drl1riie 11t11dei-rel1111i11111-a10-
1i1t 011ioii with 111bu1e li1llility 1imil1r to 11or11llin111i 
ii I Schtiule II c:o•trollei 11ll1t11ce. 01ycod0n1, likl 
111r11hi1e Ind otlllr 011ioid1 UHd ii 11111e1i1, CH lie 
all11ed Iii ii HlljlCt to cri11inal iiYlrliOI. 
Druoaddiction ischaractenzed by compulsive use, use for 
non-med1calpurposes,andcontinuedusedespiteharmor 
risk of harm. There is a potential for druo addiction to de· 
velop following exposure to opioids. including oxycodone 

Druoaddict1onisatreatabled1sease, utilizmoamulti-d1sci­
plinary ap~roach. but relapse Is common 
"Druo-seeking'' behavior is very common in addicts and 
druoabusers.Druo-seekinotacticsincludeemeroencycalls 
or visits near the end olo11'icehours. refusal to underooap­
propriateexamination, testino or referral. repeated''lo5s"of 
pre~cription~. tamperino with prescription~ and reluctance 
to provide prior medical records or contact information for 
othertreatino phys1cian(s). ··ooctorshoppino"toobtainad­
ditional prescriptions Is common amono druo abusers and 
peoplesuffenni;ifromuntreatedadd1ction 
Abuseandadd1ct1onareseparateanddistmctfromphysical 
dependence and tolerance. Physicians should be aware that 
addiction may not be accompanied by concurrent tolerance 
andsymptomsofphysicaldependenceinal l addicts. lnad­
dition. abu,eofopioidscanoccurintheabsenceoftruead­
diction and is characterized by misuse for non-medical 
purposes, often in combination with other psychoactive 
substances Oxycodone hydrochloride extended-release, 
like other opio1ds, has been diverted for non-medical use 
Carefulrecord-keepinoofprescribino1nformation. includino 
quantity. frequency. and renewal requests is strongly ad­
vised 
Properassessmentolthe patient, proper prescribino prac­
tices, periodic re-evaluationoftherapy,and properdispens­
Ino and storaoe areappropriate measuresthathelpto limit 
abuse of opioid druos 
Oryc:odo11 llyiroc:hl1riie elle•dsi-rele11e c:011i1t1 of• 
i11l-11olyr11r 111trix, i1t11i1i for oral use only. Abu11 of 
tllt c:r■IIII~ t1lll1t 1111e11 ll1z1ri or OY1rdo1e Hd illth, 
This risk i1incr111ed with conc:1rr11t 1bn1 of 1lcollol 11111 
otllu 11b1tanc:e1. Wilh p1re■ler11 allu1e, the t1lll1t 11ci11-
isnt1, 11111ci1llyt1lc, c:11 lie e111ectei lo r11ult in loul ti1· 
Iii liGrCllil, i1lec:ti1n, p1l11011ry 1re11l1rn11, Iii 
i1c:r111ed risk ol iniec1riiti1 and 'fllv■lar 111111 injuy. 
Pu111'tr1I ir■g lllllfJ ii u1111only 111oc:i1l1i witll trlll· 
r1i11ion of i1lec:ti0u1 ii1e111111c:h II ll1111titi111111 HIV. 
R1111iratory D1pr111i0n 
Respiratory depression is the chief hazard from oxycodone, 
the active inoredientinoxycodone hydrochlorideextended­
release, as with al l opioid aoonists. Respiratory depression 
isaparticuarprobleminelderlyordebilitatedpatients.usu­
ally followino laroe initial doses in non-tolerant patients, or 
when opioiJs are oiven in conjunction with other aoents that 
depressmpirat1on 
Oxycodoneshou ldbeusedwithextremecautioninpatients 
with significant chrome obstructive pulmonary disease or 
cor pulmonale, and in patients havino a substantially de­
creased respiratory reserve. hypoxia, hypercapma, or pre­
existino respiratorydepression. lnsuch patients.even usual 
therapeutic doses of oxycodone may decrease respiratory 
drivetothepointolapnea. lnthese patientsalternativenon­
opioidanalJesicsshouldbeconsidered,and opioidsshould 
beemployedonlyundercarefulmedicalsupervi5ionatthe 
lowest effective dose 
H11il1j1ry 
Therespiratorydepressanteffectsofopio1dsincludecarbon 
dioxide retention and secondary elevation of cerebrospinal 
fluid pressure, and may be markedly exaooerated in the pres­
ence of head injury, intracran ial lesions, or other sources of 
pre-existingmcreasedintracranialpressure.Oxycodonepro­
duces effe::ts on pupillary response and consciousness 
whichmayobscureneurolooics1onsoffurtherincreases1n 
intracranialpressureinpatientswithheadinjuries 
Hy111t111inEffec:t 
Oxycodonehydrochlorideextended-release may cause se­
vere hypo1ension. There is an added risk to individuals 
whose ability to maintain blood pressure has been compro­
mised by a depleted blood volume, or after concurrent ad­
ministration with druos such as phenoth1a11nes or other 
aoents which compromise vasomotor tone. Oxycodone 
may produce orthostat1c hypotens1on In ambulatory pa· 
tients. Oxycodone, like all opioid analoesics of the mor­
phine-type. should beadministeredwithcautiontopatients 
in circu latory shock, since vasodi lation produced by the 
druo mayfurtherreducecardiacoutputand blood pressure 
PRECAUTIONS 
8e11r1I 
Opioidanaloesicshaveanarrowtherapeuticindexincertain 
patient populations, e5pec1ally when combined with CNS 
depressantdruos,andshould bereservedforcaseswhere 
the benefit~ of opioid analoesia outwe1oh the known risks 
ofresp1ratorydepress1on,alteredmentalstate,andpostural 
hypotens1on 
Use of oxycodone hydrochloride extended-release Is asso­
ciated with increased potential risks and should be used 
only with caution in the followino conditions: acute alco­
holism: adrenocortical insufficiency (e.o .. Addison's dis­
ease). CNS depression or coma; delirium tremens; 
debilitated patients: eyphotcoliosisassociated with respi­
ratory depression: myxedema or hypothyroidism; prostatic 
hypertrophy or urethral stricture: severe impairment of he­
patic, pulmonaryorrenaltunction:andtoxicpsychosis 
The administration or oxycodone may obscure the diagno­
sis or clinical course in patients with acute abdominal con­
d1t1ons. Oxycodone may aooravate convu lsions in patients 
with convu sive disorders. and all opioids may induce or ao­
oravate 5eirnres in some cl1nical settmos 
lnt1r1ctio11 with otll1r CNS D1pr11111t1 
Oxycodone hydrochloride extended-release should be used 
with caution and started in a reduced dosaoe (1/3 to i/2 ol 
theusualdosaoe)inpatientswhoareconcurrentlyreceivino 
othercentl"llnervou5Sy5temdepres5antsincludinosedatives 
orhypnotics,oeneralanesthetics.phenothiazine5,othertran­
quil1zers.and alcohol. Interactive effects resultmo in respira­
tory deprusion, hypotension, profound Slildation, or coma 
mayresult1fthesedruosaretaken mcombinationwiththe 
usual dose! of oxycodone hydrochloride extended-release 
lntlr!C:tilll witll Mix,111 Ag11i1t/A■ta111i1t 011ioii AHi· 
IIIICI 
Agonist/antaoonistanaloesics(1.e.,pentazocine.nalbuphine, 
andbutorphanol)shouldbeadministeredwithcautiontoa 
patient who has received oris receivino a course of therapy 
withapureopioidaoonistanaloesicsuchasoxycodone. In 
this situation. mixedaoonisVantaoonistanaloesicsmayre­
duce the aaaloesic effect of oxycodone and/or may precipi­
tate withdrawal symptoms In these patients 
Ar■ b•l1t1ry Surgery and P1&1:111u1ti,e U11i1 
01yuio11 llydrec:hlorii1 e1ti■isi-r1l1111 is ■ot indi· 
c1t1i for ,r,-11111tiv1 1nal1e1i1 (1i11i1i1tr1tion prlil-op• 
1rativ1ly fer tll1 r11n11111ent of 1101t0p1r1tiv1111i1). 
Oxyuio11 llydr1chlorii1 11te1i1i-r1l1111 i1 ■ot i■di· 
c:ated for 111i1 i• 11111i11111ii1t11111to111r1tiH 111riod (U11 
firlt 12 to 24 houri f1ll1wi1111r11ry) for 111ti1ntl 10t 11rew 
viously t1ki•1 Ille drug, ll1c:a11& it111f1ty in this 1etti11 
1111 not bell 11t1llli1hei. 
01yc1io11 lrydr1Chloriia 11te1iti-r1le111 ii 10t i1di­
c1t1i for ,1i1 in th1 p11t111erative 11ui1i if tlle 111i1 ii 
11illll or not fJXIIICtli ti Plflill for II e1t1nd1III perioi or 
ti111. 
Oxyc:od111 hydroclllorii1 11t11dsi-rele111 is only i ■ ii· 

PATIENT INFORMATION 
OXYCODONE HYDROCHLORIDE EXTENDED-RELEASE TABLETS 

llOnly 
*som G 

Read this information carefully before you take oxycodone hy­
drochloride extended-release tablets. 
Also read the information you get with your refills. There may be some­
thing new. This information does not take the place of talking with your 
doctor about your medical condition or your treatment. Only you and 
your doctor can decide if oxycodone hydrochloride extended-release is 
right for you. Share the important information in this leaflet with mem­
bers of your household. 
What Is The Most Important Information I Should Know About Oxy­
codone Hydrochloride Extended-Release? 
• Use oxycodone hydrochloride extended-release the way your doctor 

tells you to. 
• Use oxycodone hydrochloride extended-release only for the condi­

tion for which it was prescribed. 
• Oxycodone hydrochloride extended-release is not for occasional 

("as needed") use. 
• $wallow the tablets whole. Do not break, crush, dissolve, or chew 

them before swallowing. Oxycodone hydrochloride extended-release 
works properly over 12 hours only when swallowed whole. If a tablet 
is broken, crushed, dissolved, or chewed, the entire 12 hour dose 
will be absorbed into your body all at once. This can be dangerous, 
causing an overdose, and possibly death. 

• Keep oxycodone hydrochloride extended-release out of the reach of 
children. Accidental overdose by a child is dangerous and may result 
in death. 

• Prevent theft and misuse. Oxycodone hydrochloride extended-re­
lease contains a narcotic painkiller that can be a target for people who 
abuse prescription medicines. Therefore, keep your tablets in a secure 
place, to protect them from theft. Never give them to anyone else. Sell­
ing or giving away this medicine is dangerous and against the law. 

What is Oxycodone Hydrochloride Extended-Release? 
Oxycodone hydrochloride extended-release is a tablet that comes in 
several strengths and contains the medicine oxycodone ( ox-e-KOE· 
done). This medicine is a painkiller like morphine. Oxycodone hy­
drochloride extended-release treats moderate to severe pain that is 
expected to last for an extended period of time. Use oxycodone hy­
drochloride extended-release regularly during treatment. It contains 
enough medicine to last for up to twelve hours. 
Who Should Not Take Oxycodone Hydrochloride Extended-Release? 
Do not take oxycodone hydrochloride extended-release if 
• your doctor did not prescribe oxycodone hydrochloride extended-re-

lease for you. 
• your pain is mild or will go away in a few days. 
• your pain can be controlled by occasional use of other painkillers. 
• you have severe asthma or severe lung problems. 
• you have had a severe allergic reaction to codeine, hydrocodone, dihy­

drocodeine, or oxycodone (such as Tylox, Tylenol with Codeine, or Vi­
codin). A severe allergic reaction includes a severe rash, hives, 
breathing problems, or dizziness. 

• you had surgery less than 12 24 hours ago and you were not taking 
oxycodone hydrochloride extended-release just before surgery. 

Your doctor should know about all your medical conditions before de­
ciding if oxycodone hydrochloride extended-release is right for you and 
what dose is best. Tell your doctor about all of your medical problems, 
especially the ones listed below: 
• trouble breathing or lung problems 
• head injury 
• liver or kidney problems 
• adrenal gland problems, such as Addison's disease 
• convulsions or seizures 
• alcoholism 
• hallucinations or other severe mental problems 
•pastor present substance abuse or drug addiction 
If any of these conditions apply to you, and you haven't told your doctor, 
then you should tell your doctor before taking oxycodone hydrochloride 
extended-release. 
If you are pregnant or plan to become pregnant, talk with your doctor. 
Oxycodone hydrochloride extended-release may not be right for you. 
Tell your doctor if you are breast feeding. Oxycodone hydrochloride 
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extended-release will pass through the milk and may harm the baby. 
Tell your doctor about all the medicines you take, including prescription 
and non-prescription medicines, vitamins, and herbal supplements. They 
may cause serious medical problems when taken with oxycodone hy­
drochloride extended-release, especially if they cause drowsiness. 
How Should I Take Oxycodone Hydrochloride Extended-Release? 
• Follow your doctor's directions exactly. Your doctor may change your 

dose based on your reactions to the medicine. Do not change your dose 
unless your doctor tells you to change it. Do not take oxycodone hy­
drochloride extended-release more often than prescribed. 

• Swallow the tablets whole. Do not break, crush, dissolve, or chew be­
fore swallowing. If the tablets are not whole, your body will absorb too 
much medicine at one time. This can lead to serious problems, in­
cluding overdose and death. 

• If you miss a dose, take it as soon as possible. If it is almost time for 
your next dose, skip the missed dose and go back to your regular dosing 
schedule. Do not take 2 doses at once unless your doctor tells you to. 

• In case of overdose, call your local emergency number or Poison Con­
trol Center right away. 

• Review your pain regularly with your doctor to determine if you still 
need oxycodone hydrochloride extended-release. 

• You may see tablets in your stools (bowel movements). Do not be con-
cerned. Your body has already absorbed the medicine. 

If you continue to have pain or bothersome side effects, call your doc­
tor. 
Stopping oxycodone hydrochloride extended-release. Consult your doc­
tor for instructions on how to stop this medicine slowly to avoid uncom­
fortable symptoms. You should not stop taking oxycodone hydrochloride 
extended-release all at once if you have been taking it for more than a few 
days. 
After you stop taking oxycodone hydrochloride extended-release, flush 
the unused tablets down the toilet. 
What Should I Avoid While Taking Oxycodone Hydrochloride Extended­
Release? 
• Do not drive, operate heavy machinery, or participate in any other 

possibly dangerous activities until you know how you react to this med­
icine. Oxycodone hydrochloride extended-release can make you sleepy. 

• Do not drink alcohol while using oxycodone hydrochloride extended­
release. It may increase the chance of getting dangerous side effects. 

• Do not take other medicines without your doctor's approval. Other 
medicines include prescription and non-prescription medicines, vitamins, 
and supplements. Be especially careful about products that make you 
sleepy. 

What are the Possible Side Effects of Oxycodone Hydrochloride Ex­
tended-Release? 
Call your doctor or get medical help right away if 
• your breathing slows down 
• you feel faint, dizzy, confused, or have any other unusual symptoms 
Some of the common side effects of oxycodone hydrochloride extended­
release are nausea, vomiting, dizziness, drowsiness, constipation, itching, 
dry mouth, sweating, weakness, and headache. Some of these side effects 
may decrease with continued use. 
There is a risk of abuse or addiction with narcotic painkillers. If you have 
abused drugs in the past, you may have a higher chance of developing 
abuse or addiction again while using oxycodone hydrochloride extended­
release. 
These are not all the possible side effects of oxycodone hydrochloride ex­
tended-release. For a complete list, ask your doctor or pharmacist. 
General Advice About Oxycodone Hydrochloride Extended-Release 
• Do not use oxycodone hydrochloride extended-release for conditions for 

which it was not prescribed. 
• Do not give oxycodone hydrochloride extended-release to other people, 

even if they have the same symptoms you have. Sharing is illegal and 
may cause severe medical problems, including death. 

This leaflet summarizes the most important information about oxycodone 
hydrochloride extended-release. If you would like more information, talk 
with your doctor. Also, you can ask your pharmacist or doctor for informa­
tion about oxycodone hydrochloride extended-release that is written for 
health professionals. 
Call your doctor for medical advice about side effects. You may report side 
effects to FDA at 1-800-FDA-1088. 

Distributed by: 
Actavis Totowa LLC, 990 Riverview Drive, Totowa, NJ 07512 USA 

8949-00 Rev. 05/09 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

cited for 1101to11uatiwe .s1 ii thi, 1111ti11t ia already receiw­
in11111 llllr11 prier to Hr11ry or ii tlut 1111to111r1tiwi 111i1 
ii IIPl!Clill ti bl r1od1r1t1 II 18Ylfl HIii p1rsi1I tor II 
11l11lled 11ui1III of ti ■e. Plly1ici1111ho1ld indiwill11liz1 
tr11trunt, 11ni11 frorw par11ttr1I to 1nII 1 ■!lg11ic111 
111propri1t1 (S11 A111rican Pai ■ Soci1ty 11ill11in11). 
Patients who are al ready receivino oxycodone hydrochloride 
extended-release tablets as part ol onooino analoesic ther­
apy may be safely continued on the druo if appropriate 
dosaoeadjustmentsaremadecon5iderinotheprocedure 
otherdruo5oiven,andthe temporarychanoes inphysiolooy 
caused by the suroical intervention (see DOSA8E AND AD­
MINISTRKflON) 
Oxycodone hydrochloride extended-release and other mor­
phine-li ke opio1ds have been shown to decrease bowel 
motility. lieus Is a common postoperative comphcat1on, es­
pec1ally atter intra-abdominal suroery with op1oid analoes1a 
Caution should be taken to monitor for decreased bowe l 
motilityinpostoperativepat1entsreceivinoopioids.Standard 
supportivetherapyshouldbeimplemented 
Use in P11cr11ticJBili1ry Tract Di1111e 
Oxycodone may cause spasm of the sphincter of Oddi and 
shouldbe usedwithcautioninpatientswithbiliarytractdis­
ease. includino acute pancreatitis. Opioids li ke oxycodone 
maycauseincre•ses intheserumamylaselevel 
Tolir1nc111d Pllly1ic1I D1pe■-1nai, 
Tolerance Is the need for increas1no doses of opio1ds to 
maintain a defined enectsuch asanaloesia (in the absence 
of disease proorassIon or other external factors). Physical 
dependence Is manifested by withdrawal symptoms aner 
abrupt discontinuation ol a druo or upon administration of 
an antaoonist Physical dependence and tolerance are not 
unu5ualdurinochronicopioidtherapy 
The opioid abstinence or withdrawal syndrome is character­
ized by5omeoral l of the followino: restlessne5s. lacrima­
tIon, rh1norrhea.yawnino, Perspiration.chills, myaloia,and 
mydrias1s. Other symptoms also may develop, 1ncludino: ir­
ritabil ity. anx1ety, backache, jo1 nt pain. weakness, abdominal 
cramps, insomnia, nausea, anorexia, vomitino, diarrhea, or 
increased blood pressure, respiratory rate, or heart rate 
In oeneral, opio1dsshould not be abruptly discontinued (see 
OOSABE AND ADMINISTRATION: Cm■tio■ of n■r,py) 
lnfor1111tio1 for P!ti1nt1/C1r11iv1r1 
If clinically advisable, patients receivino oxycodone hy­
drochloride extended-release tablets or their careoivers 
should be oiven the followino information by the physician 
nurse, pharmacist. orcareoiver 
1 Pat1ents:.houldbeaware thatoxycodonehydrochlorideex-

tended- releasa tablet5 contain oxycodo11e, which is a mor 
ph1ne·like substance 

2 Patient~ should be advi~ed that oxycodo11e hydrochloride 
extended-release tablets were deaioned to work properly 
only if swallowed whole Oxycodone hydrochloride ex­
tended-release tablets will relea~e al l their contents at once 
ii broken, chewed. or crushed. re5ulting in a risk of fatal 
overdose 

3 Pat1entsshouldbeadv1sedtoreportepi~ode:.otbreak-
throughpainandadverseexperiencesoccurringdu ring ther­
apy. lnd1viduelizat1onofdoeageisessent1eltomakeoptirnal 
u5e of thi~ rned1cat1on 

4 Patient5 should be advised not to adju5t the dose of oxy­
codone hydrochloride e;,:iended-release w1thout consult1ng 
the pre5cnbing profe~s1onal 

5 P,1tientsshouldbeadvisedtl1atoxycodonehydrochloride 
extended-releaserno1yimpairrnentaland/orphys1calab11ity 
reQ uiredforthepertorrnanceofpotentiallyhazardoustasks 
{e.o .. driving. operating heavy machinery) 

6. Patients should notcombineoxycodonehydrochlorIdeex­
tended-relea:.e withalcoholorothercentralner1,1ou:.systern 
deprassant5 (sleep aids. tranquilizers) except by the orders of 
theprescnbing physician, bi:x.;,ausedangerousaddit11,1e eiiects 
may occur resulting inseriou~1njury or death 

7 Womenofchildbearinopotenti,1lwhobecoma.orareplan-
nmgtobecorne,preonant shouldbeadv1sedtoconsult their 
physician reoardmg theeffectsofanalges1c5andotherdrug 
usedurinopreo 11a11cyonthemaelvesa11d thei r unborn child 

8 Patientsshouldbeadv1sedthatoxycodonehydrochloride 
extended-release Is a potential drug of abu:.e. They ~hould 
protectit from theft,anditshouldneverbeoiventoanyone 
othor tha 11 tho1ndiv1du.tllorwllomit wasproecri bed 

9 Patientsshouldbead1,11sedthaltheymaypa:.5ernptyrnatrix 
"ohosts· (tablete)viacolostomyorin thestool,andthat this 
isofnoconcern sincetheactiverned1cationhasalreadybeen 
ab~orbed 

10. Patients should be advised that ii they have been receivino 
treatmentw1lhoxycodone hydroch loride extended-release 
formorethanalewweek:.andce5~at1onoftherapy1sindi­
catad. it may be appropri,1te to tapertheoxycodone hy­
drochloride extended-release dose. rath er th.in abruptly 
discontinue it. duetothe nskofprecipitatinow1thdrawal 
symptoms Thei r physician can provide adoseschedule to 
accomplishagradualdiscontinuatmnofthemedication 

11. Patientsshouldbeinstructed to keepoxycodonehydrochlo· 
rideextended-rale.ise inasecure placeoutolthereachof 
chi ldren.Whenoxycodone hydrochlorideextended-release 
I~ no lonoer needed, the unused tablet~ should be destroyed 
byflushinodownthe toilet 

u,e in Dr11 and Ali:olllol A-dii:tio■ 
Oxycodonehydrochlorideextended-releaseisanopioidwith 
noapproved useinthemanaoement ofaddictivedisorders 
ltsproperusaoein1ndividualswithdruooralcoholdepend­
ence. either acti 1,1e or in re mission, is for the man•oement 
ofpain requirinoopioidanaloes1a 
Dr1g-Druglnter1ctio11 
Opioid analoes1cs, mcludino oxycodone hydrochloride ex­
tended-release. may enhance the neuromuscular blockino 
action of skeletal muscle relaxants and produce an increased 
deoree of respiratory depression 
Oxycodone is metabolized in part by cytochrome P450 206 
and cytochrome P450 3A4 and in theory can be anected by 
otherdruos 
Oxycodone i5 metabolized in part to oxymorphonevia cy­
tochrome P450 206. Wh ile this pathway may be blocked by 
avarietyofdruos(e.o. certaincardiovascul•rdruos includ­
ino amiodarone and qumidine a~ wel l as polycyclic antide­
pressants), such blockade has not yet been shown to be of 
cl inical sionificance with this aoent. Clinicians should be 
aware of this possible interaction, however. 
U1t with CNS D1I1re11!1t1 
Oxycodone hydrochloride extended-release, like all opioid 
analoesics, shou ld be started at 1/3 to 1/2 o1 the usual 
dosaoein patientswhoareconcurrentlyreceivino othercen­
tral nervoussystemdepressantsincludinosedativesorhyp­
notic5,oeneralane5thetics.phenothiazines,centrallyactino 
anti-emetics. tranquilizers and alcohol because respiratory 
depression, hypotension. and profound sedation or com• 
may result ~o specific interaction between oxycodone and 
monoamine ox1dase inhibitors has been observed. but cau ­
tion m the use of any opioid in patients takino this class of 
druos1sappropnate 
C1rci111e111i1, M•t1gs111i1, l111111ir1111t 1f Fertility 
Studies of oxycodone to evaluate its carcinooemc potential 
have not been conducted 
Oxycodone was not mutaoenic in the following assays 

Ames Salmonella and E.coli test with and without metabolic 
activation at doses of up to 5000 mco, chromosomal aber­
ration test in human lymphocytes in the absence of meta­
boli c activation at doses of up to 1500 mco/rnl and with 
activation 48 hours attar exposure at doses of up to 5000 
mco/ml. andinthe invivobonemarrowrnicronucleustest 
in mice (at plasma levels of up to 48 rnco/mL) Oxycodone 
was clastooen ic in the human lymphocyte chromosomal 
assayinthepresenceofmetabol1cactivation in the human 
chromosomal aberration test(atoreaterthan or equal to 
1250 mco/mL) at 24 but not 48 hours of exposure and in 
the mouse lymphoma assay at doses o1 50 mco/ml or 
oreater with metabolic activation and at 400 µo/mL or 
oreaterwithoutmetabol icactivation 
Pr11n11cy 
Teratogenic Effects - Cateoory B: Reproduction studies have 
beenperformedinratsandrabbitsbyoraladmmistrationat 
doses up to 8 mo!ko and 125 mo/ko. respectively. These 
doses are 3 and 46 times a human dose of 160 mo/day, 
based on mo/ko basis. The resu lts did not reveal evidence 
of harm to the fetus due to oxycodone. There are, however, 
noadequateandwell-controlledstudiesinpreonantwomen 
BecauM animal reproduction studiei are not elways predic­
tive o1 human response, this druo should be used durino 
preonancyonly ifclearlyneeded 
Labor u- Dslivery 
Oxycodone hydrochloride extended-release is not recom 
mended lor use m women dunno and immediately prior to 
labor and delivery because oral op1oids may cause respira­
tory depression in the newborn Neonates whose mothers 
have been takino oxycodone chronically may exhibit respi­
ratory depression and/or withdrawal symptoms. either at 
birthand/orinthenurMry 
Nur1i■I Motliler1 
Low concentrations of oxycodone have been detected in 
breast milk Withdrawal symptoms can occur in breast-feed­
ino infants when maternal administration of an opioid anal­
gesic Is stopped. Ordinarily. nursing should not be 
undertaken while a patient is receivino oxycodone hy­
drochloride extended-release because of the possibility ol 
sedation and/or respiratory depression in the infant 
P1di1trii: U1t 
Safety and effectiveness of oxycodone hydrochloride ex­
tended-release have not been e5tablished in ped iatric pa­
tients below the aoe of 18 It 1111t lie ru-11111b1red that 
1xyu-111 lllydroi:hl1ri-e !xlln-ed-r1le111 t1lll1t1 C1110t 
1111 cr11hed 1r _i,i-ed for 1d11ini1tr1tio1. 
8eri!tric Use 
In controlled pharmacokinetic studies in elderly subjects 
(oreaterthan 65 years) the clearance of oxycodone appeared 
to be 5l iohtly reduced Compared to youno adults, the 
plasma concentrations of oxycodone were increased ap­
proximately 15% (seo PHARMACOKINETICS AND MEJAB­
OLISM). Of the total number of subjects (445) in clin ical 
stud ie5 of oxycodone hydrochloride extended-release, 148 
(33.3%) were aoe 65 and older (mcludino those aoe 75 and 
older) wh ile 40 (9.0%) were aoe 75 and older. In clinical tri ­
als with appropriate initiation of therapy and dose titration 
no untowardorunexpectedsideeffectswereseenintheeld· 
erly patients who received oxycodone hydrochloride ex­
tended-release. Thus, the usual doses and dosino intervals 
are appropriate for these patients. As with all opio1ds, the 
start ino dose should be reduced to 1/3 to 1/2 of the usual 
dosage in debilitated, non-tolerant patients. Respiratory de­
pression i5thechiefhazard in elderly or debilitated patients, 
usual ly fol lowino laroe initial doses in non-tolerant patients 
or when opioids are oiven in conjuncti on with other aoents 
that depress respiration 
L1bor1t0ry Mo1it1ring 
Due to the broad ranoe of plasma concentrations seen in 
clinical populations, thevaryinodeoree5ofpain,andthede· 
velopment of tolerance, plasma oxycodone measurements 
are u5ually not helpfu l in clinical manaoement. Plasma con ­
centrations of the active drug substance may be of value m 
selected, unusual or complex cases 
Hep!ltii: l11111ir111ent 
A5tudyo1oxycodonehydrochlorideextended-releasein pa­
tients with hepatic impairment indicates oreater plasma con· 
centratiom; than those with normal function. The initiation 
of therapy at 1/3 to 1/2 the usual doses and careful dose 
ti tration is warranted 
R1n1I lm111ir1111t 
In patients with renal impairment. a5 evidenced by decreased 
creatinme clearance (<60 mUmin). the concentrations of 
oxycodone in the plasma are approximately so~,~ hioher than 
in subjects with normal renal function. Dose initiation shou ld 
follow a conservative approach. Oosaoesshould be adjusted 
accordinototheclinical31tuation 
8end1rDiffer11i:e1 
In pharmacokinet1c studies, opioid-naive females demon­
strate up to 25% hioher averaoe pla5ma concentrations and 
oreater frequency of typical opioid adverse events than 
males. even after adjustment fo r body weioht. The clinical 
relevance of a difference of this magnitude is lowforadruo 
intended for chronic usaoe at indi1,1i dualized dosaoes, and 
there was no male/female difference detected for efficacy or 
adverse e1,1ents in clinical trials 
ADVERSE REACTIONS 
The safety of oxycodone hydrochloride ex:tended-relea5e 
was evaluated In double-blind cl inical trials involvino 713 
patients with moderate to severe pain of various etiolooies 
In open-label studies of cancer pain, 187 patients received 
oxycodone hydrochloride extended-release in total dai ly 
doses ranoino from 20 mo to 640 mo per day. The averaoe 
total daily dose was approxim•tely 105 mo per day 
Serious adverse reactions which may be associated with 
o;,;ycodone hydrochloride extended-release tablet therapy in 
clinical usearethoseobservedw1thotherop1oidanaloes1cs. 
includ ino respi rato ry depression apnea, respiratory arrest. 
and (to an even lesser deoree) ci rculatory depression. hy­
potension. or shock (see OVERDOSAGE) 
The non-seriousadverseeventsseenon initiation of therapy 
with oxycodone hydrochlorideextended-releasearetypic1I 
opioid side enacts. These events are dose-dependent, and 
their frequency depends upon the dose, the clinical settino, 
the patient's level of opioid tolerance, and hostfactorsspe­
cifictotheindividuaLTheyshould beexpectedand manaoed 
as a part of opioid analoesia. The most frequent (>5~'~) in­
clude: con5tipation. nausea 5omnolence, dizziness. vomit­
ing, pruritus, headache, drymouth, sweatino. and asthenia 
lnmanycases thefrequencyoftheseeventsdurinoinitiation 
of therapymaybemimmizedbycarefulind1vidual ization of 
startino dosaoe, slow titration. and the avoidance of laroe 
swinos m the plasma concentrations of the opioid. Many of 
these adverse events will cease or decrease in intensity as 
oxycodone hydrochloride extended-release therapy is con­
tinued and some deoree of tole rance is developed 
Clinical trials comparino oxycodone hydrochloride extended­
release with immediate-relea5e oxycodone and placebo re­
vealed a similar adverse event profile between oxycodone 
hydrochlorideextended-releaseandimmediate-releaseoxy­
codone. The most common adverse events (>5~'~) reported 
bypatientsatleastoncedurino therapywere 
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The fol lowing adverse experiences were reported in oxycodone 
hydrochloride extended-release-treated patients with an inci­
dence between 1 % and 5%. In descending order of frequency 
they were anorexia, nervousness insomnia, fever, confusion, 
diarrhea. abdominal pam, dyspepsia, rash, anxiety, euphoria, 
dyspnea, postural hypotension, chills, twitching, gastritis, ab­
normaldr:1ams, thought abnormalities,and hiccups 
Thelollov11ngadversereactionsoccurredmlessthan1%of 
patients involved in clinical trials or were reported m post­
market1ng experience 
Blood and lymphatic system disorders: lymphadenopathy 
Cardiac disorders: palpitations (in the context of with­
drawal) 
Earandlabyrinthdisorders:tinnitus 
Endocrinedisorders:syndromeofinappropnateantidiuret1c 
hormone secretion (SIADH) 
Eye disorders: abnormal vision 
Gastrolntestinaldisorders:dysphag1a. eructation, flatulence. 
gastromtestinaldisorder,ileus, increasedappet1te,stomat1tis 
General disorders and administration site conditions: 
chest pam,edema facial edema. malaise, pam. peri pheral 
edema, thirst. withdrawal syndrome (with and without 
seizures) 
Immune system disorders: anaphylact1c or anaphylactoid 
reaction(symptomsof) 
Infections and infestations: pharyngitis 
Injury, poisoning and procedural complications: accidental in-
1ury 
Investigations: hyponatremia, increased hepatic enzymes, 
ST depression 
Metabolism and nutrition disorders: dehydration 
Musculoskeletal and connective tissue disorders: neck 
pain 
Nervous system disorders: abnormal gait, amnesia, hyper­
kines1a, hypertorna (muscular), hypesthesia. hypotonia. mi­
graine. paresthesia, seizures. speech disorder. stupor, 
syncope. taste perversion, tremor, vertigo 
Psychiatricdisorders:agitation,depersonalizat1on.depres­
sion, emctional lab1lity. halluc1nation 
Renal and urinary disorders: dysuria, hematuria, polyuria, 
unnary retention. urination impaired 
Reproductive system and breast disorders: amenorrhea, 
decreased libido, impotence 
Respiratory, thoracic and mediastinal disorders: cough in­
creased, voice alteration 
Skin and subcutaneous tissue disorders: drysk1n, exfolia· 
t1vederm1t1t1s,urt1caria 
Vascular disorders: vasod1lation 
OVERDOSAGE TAllE ◄ 

llitillill of Th ■rlllY 
ltiscntical toinitiate:hedosinoreoimenforeachp•tientin­
d1vidually, takino into account the patient's pnor opioid and 
non-opioid analoas1c treatment. Attention should be oiven to 
(1)thei;ioneralcondit onandmedicalstaMofthepatient 
(2)theda1lydose.potency.andk1ndot the enali;,es1c(t)the 

patientha5beentlkino: 
(3} the roliabi lity ofth~ conversion esti meto used to calculate 

thedoseoloxycodone 
(◄ )thepatient'sop1oidexposu reandop io i dtolerance( il any); 
(5) the BpH:ill IHtmti,1111 t,r txyullon, lrllydrti.hlorill• IX· 

t11dell-r1le11e e, .,. 81 ., Hd 111 ., T1lll1t1 ,r I 
1i11l1111111re1t1r 11111 -40 ••· and 

(6) thebalancobetween paincontrolandadvorsoexperiencos 
Care 5ho uld be taken to use low initial doses of oxycodone 
hydrochlorideex:tended-relea5ein patient5whoarenotal­
ready opioid-tolerant. especially those wh o are receivino 
concurrenttreatment w1th musclerelaxants,sedatives,or 
other CMS active medications (see PRECAUTIONS: Dru1· 
Dr•1 l1ter1ctio11) 
Experience indicates a reasonable startmo doss ol oxy­
codone hydroch loride extended-release tor patients wh o 
are takino non-opioid analgesics and require continuous 
around-the-clocktherapyforanextendedperiod of time is 
10 mo q12h. If a non-opioid analoesic is beino provided, 
it may be continued. Oxycodone hydrochloride extended­
release should be individual ly titrated to a dose that pro­
videsadequateanal i;iesiaand minimizes side effects 
For initiation of oxycodone hydrochloride extended-release 
therapy for patients previou5Iytakino opioids, the conver­
sion rat ios from Foley. KM. [NEJM. 1985: 313:84·95]. 
loundbelow,areareasonablestartinopomt,althouoh not 
verified in well-control led. multiple-dose trials 
1. LJ5ino standard con'o'ersion ratio estimates (see Table 4 

below).mu lt1plyth1 mg/dayotthepre,.,iousopioidsbythe 
appropr1aternultipl1cationfactors toobtaintheeQu1valent 
tot•l dailydoseof craloxycodone 

2 When converting from oxycodone,d1vide the2◄-h ouroxy­
codone dos" in half to obtain th" tw1c" a day (q12h) do:." 
oloxycodonehydrochlorideextended-release 

3. Round down to a dose which is appropriate lor theteblet 
5lrenothsavailable 

4. Discontinueallotheraround-the-clockopioiddrugswhenoxy­
codone hydrochloridee;dended-releasetherapy isin1liated 

5. ~o fixed conver~Ion ratio is likely to be ~atIstactory in all pa· 
tient5, especially patients receivino lari;ie opioid dose5. The 
recommended doses shown in Table 4 are only a starting 
prnnt and clo~e ob~ervatIon and freQuent tItrat1on are md1-
cated until patients ue stable on the newtherapy 
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In the treatment of oxycodone overdosage, primary atten­
tion shou d be given to the re-establishmentot a patent air­
way and institution of assisted or control led venti lation 
Supportive measures (including oxygen and vasopressors) 
should be employed in the management of circulatory shock 
a11dµu l111011aryedernc:1aci.:u111µany1 11yuverdu:;uc:1sifldicaled 
Cardiac arrest or arrhythmias may requ ire cardiac massage 
ordef1brillation 
The pure opioid antagonists such as naloxone or nalmefene 
are spec1t1cantidotesagainstresp1ratorydepress1onfrom 
opioid overdose. Opioid antagonists should not be admin· 
istered in the absence of cl inically significant respiratory or 
circu latory depression secondary lo oxycodone overdose 
In patients who are physically dependent on any opioid ag­
onist including oxycodone hydrochloride extended-release, 
anabruptorcompletereversalofopioideffectsmayprecip­
itateanacuteabstinencesyndrome.Theseverityof thewith­
drawal s~ndrome produced will depend on the degree of 
physical dependenceandthedoseoftheantagonistadmin-
1stered. Please seethe prescribing information for the spe­
c1f1c opioid antagomstfordetai ls of th eir proper use 
DOSAGE AND ADMINISTRATION 
General Principles 
OXYCODONE HYDROCHLORIDE EXTENDED-RELEASE 18 
AN OPIOID AGONIST ANO A SCHEDULE II CONTROLLED 
SUBSTANCE WITH AN ABUSE LIABILITY SIMILAR TD 
MORPHINE. OXYCOOONE. LIKE MORPHINE AND OTHER 
OPIOIOS USED IN ANALGESIA. CAN BE ABUSED AND IS 
SUBJECT TD CRIMINAL DIVERSION. 
OXYCOOONE HYDROCHLORIDE EXTENDED-RELEASE 
TABLETS ARE TO BE SWALLOWED WHOLE AND ARE NOT 
TD BE BROKEN, CHEWED, OR CRUSHED. TAKING BRO· 
KEN, CHEWED, OR CRUSHED OXYCODONE HYDROCHLO· 
RIDE EXTENDED-RELEASE TABLETS LEADS TD RAPID 
RELEASE AND ABSORPTION OF A POTENTIALLY FATAL 
DOSE OF OXYCODONE. 
One oxycodone hydrochloride extended-release 160 mg 
tablet is comparable to two 80 mg tablets when taken on 
an empty stomach. With a high-fat meal, however, there 
is a 25% greater peak plasma concentration following one 
160 mg tablet. Dietary caution should be taken when pa­
tients are initially titrated to 160 mg tablets (see DOSAGE 
ANO ADMINISTRATION). 
Patients should be started on the lowest appropriate dose (see 
DOSAGE AND ADMINSTRATION: Initiation of Therapy). In treating 
pain it1sv1taltoassessthepatientregularlyandsystemati­
cally.Therapyshouldalso be regularly reviewed and adjusted 
based upon the patient's own reportsofpainandsideetfects 
andthehealthprofess1onals cl1nical 1udgment 
Oxycodone hydrochloride extended-release tablets are an 
extended-release oral formulation ofoxycodone hydrochlo­
ride indicated for the management of moderate to severe 
pain when a continuous, around-the-clock analgesic is 
needed for an extended period of time The extended-release 
nature of the formu lation allows oxycodone hydrochloride 
extended-release to be effectively ad ministered every 12 
hours (see CLINICAL PHARMACOLOGY; PHARMACOKI· 
NETICS AND METABOLISM). While symmetric (same dose 
AM and PM),around-the·clock, q1 2hdosing is appropriate 

lnallcases.supplementalanaloesiashouldbemadeavail­
ableintheformofasuitableshort-actinoanaloesic. 
Oxycodone hydrochloride extended-release can be safely 
used concomitantly with usual doses of non-opioid anal­
oesics and analgesic ad1uvants, pro1,1ided care is taken to 
select a proper initia dose (see PRECAUTIONS) 
C0ner1ion fr011 Tr111d1r111I F11t11yl to Oxyc,-011 Hy­
-roi:llllorid1 E1t1n-•d•R1l1111 
E1ohteen hours follo'o',l no the removal of the transdermal fen­
tanyl patch, oxycodonehydrochlorideextended-release 
treatment can be init0ted.Althouohtherehas been no sys­
tematic assessment c,f 5uch conver5ion, a conservative oxy­
codone do5e, approximately 1 O mo q12h of oxycodone 
hydrochloride extended-release. should be initially substi­
tuted for each 25 mco/hr fentanyl transdermal patch. The 
patientsllouldbefollowedcloselyforearlytitration,asthere 
is very limited clinical experience wi th thi~ conversion 
M1n11in1 E111ect1d 011i1id A-wer1e E1111ria1i:11 
Most pat1ent3 receivno opio1ds. especially those who are 
opioid-naive, will experience side effects. Frequently the side 
etfectsfromoxycodonehydrochlorideextended-releaseare 
transient. but may require evaluation and manaoement Ad­
verse events such a5 constipation should be anticipated and 
treatedaooressivelyand prophylacticallywith a5timulant 
laxative and/o r 5tool softener Patients do not usually be­
come tolerant to the constipatino effects ofopioids 
Other opioid-related ,ideeffect5such as sedation and nau­
sea are usually self-lim ited and often do not persist beyond 
thefirstfewdays. lf nauseaper5istsandis unacceptable to 
the patient. treatment with antiemetics or other modalities 
may reli eve these syrnptomg and should be considered 
PatiAnts rncAivino oxycndonA hydrochloridfl AdAndAd-rn­
lease may pass an intact matrix "ohost" in the stool or via 
colostomy. These ohosts contain little or no residual oxy­
codone and are of no cl in ical consequence 
1 ■ -iwid ■alizatio■ of Do11ge 
Oncetherapyisiniti1'.ed. pain relief and other opioid effects 
should be frequentlyasses5ed. Patients 5hould be titrated 
to adequate effect (oenerally mild ornopainwith the reo­
ular use of no more than two doses of ~upplemental anal­
oesia per 24 hours). Patients who experience break1hrouoh 
pain may require do~oe adjustment or rescue med1cat1on 
Because steady-state plasmaconcentrationsareapprox1 -
mated within 24 to 36 hours, dosaoe ad1ustment may be car­
ried out every 1 to2days. lt is most appropriate to increase 
theq12h dose. notthedosinotrequency. There 1snoclinical 
information on dosi•o intervals shorter than q12h. As a 
ouideline. the total d.;ily oxycodone dose usually can be in-­
creased by25% to 50% of thecurrentdose ateach increase 
If sions of excessive opioid-related adverse experiences are 
observed. thenextdosemaybereduced lfthi5adjustment 
leadstoinadequateanalges1a,asupplemental dose of imme­
diate-release orycodone may be oiven. Alternatively, non-opi­
oid analoesic adjuvaffs may be employed. Dose adJustments 
should be made to obtain an approp riate balance between 
pain relief and opioid·related adverse experiences 
If sionificantadverse events occur before the therapeutic 
ooal of mild or no pain is ac hieved. the events should be 

treated aggressively Once adverse e1,1ents are under con­
trol. upward titration should con'.Inuetoan acceptable level 
ofpamcontrol 
During penodsolchangmg analgesic requirements, includ­
ing initial titration. frequent contact Is recommended be­
tween physician, other members of the healthcare team 
the patient and the caregiver/tamlly 
Special Instructions for Oxycodone Hydrochloride Ex­
tended-Release Tablets 60 mg, 80 mg, and 160 mg or a 
single dose greater than 40 mg (for use in opioid•tolerant 
patients only) 
Oxycodone hydrochloride extended-release 60 mg, 80 
mg, and 160 mg tablets, or a single dose greater than 
40 mg, are for use in opioid-tolerant patients only. A sin­
gle dose greater than 40 mg, or total daily doses greater 
than 80 mg, may cause fatal respiratory depression 
when administered to patients who are not tolerant to 
the respiratory depressant effects of oploids. Patients 
should be instructed against use by individuals other 
thanthepatientforwhomitwasprescribed,assuchin­
appropriate use may have severe medical conse­
quences, including death. 
One oxycodone hydrochloride extended-release 160 mg 
tablet is comparable to two 80 mg tablets when taken on 

1n 1111pty 1t0■1ch. Willll I hi1lll·f1t 111111, IIIOWIYU, tllere 
ia 1 25% grntu 11e!lk 111111111 c1nce1tr1tio1 lollowi ■g 
Hi 181 r■g t1llll1t. Oi1l1ry cauli1n 1lllo1ld be t1kln wlll1n 
111tint1 us i1iti1lly titr1ts- to 181 ■g !1blst1. 
8u1111le111nt1I A11l111i1 
Most patients given around-the-clock therapy with co n­
tro lled-relea~e opio1ds may need to ha1,1e immediate-re­
lease medicati on available for exacerbation5 of pain or to 
prevent pain that occurs predictablydurino certain patient 
activities (incident pain) 
M1i1te11 ■CI If Tlllu111y 
The intent of the titration period is to establish a patient­
spec1fic q12h dose that will maintain adequateanaloesia 
withacceptablesideeffectsforaslonoaspa1n reliefisnec­
essary. Should pain recur then the dose can be incremen­
tally increased to re-establ ish pain control. The method ol 
therapy adjustment outl ined abo1,1e should be employed to 
re-establish pain control 
Ourino chronic therapy. especially for non-cancerpa1nsyn­
dromes, the continued need for around-the-clock opioid 
therapy shou ld be reasses5ed pt riodically (e.o .. every 6 to 
12months)asappropriate 
Ce111tio1 of Tlller111y 
When the patient no lonoer requires therapy with oxy­
codone hydrochloride extended-release tablets, doses 
should be tapered oradually to prevent sions and symp­
toms of withdrawal in the phys ically dependent patient 

Coner1io1 fron1 01yi:od1n1 Hydr1cllll1ri-e E1l11d1--Re 
le111 t1 Pue1ter11 Opioi-• 
To avoid overdose, conser1,1ati\·e dose conversion ratios 
should be followed 
SAFETY AND HANOLINB 
Oxycodone hydrochloride extended-release tablets are 
solid dosage forms that contain Jxycodone which Is a con ­
trolled substance. Like morphina, oxycodone is controlled 
under Schedule II of the Contra led Substances Act 
Oxycodone hydrochloride extended-release has been tar­
oeted for th eft and diversion by criminals. Healthcare pro­
fessional5 should co ntact their State Professional 
Licensino Board or State Contrc lled Substance5 Authori ty 
for information on how to prevent and detect abu5e or di­
ver5ion of this product 
HOW SUPPLIED 
01yud1n1 Hydrochloride E1t11-e-·R1l1111 Tallll1t1 are 
anil1lll1a1f0ll0w1: 
Oryu-on1 llly-r1i:llll1ri-• 1xtend1--rel111a t1bl1t1111111 
are round. unscored, white-co ored, convex tablets im­
printed with OC on one side and 1 O on the other They are 
supplied as follows. Child resistant closure, opaque plastic 
bottles 01100 (NDC 52152-408-02) 
Oxyu-on1 lily-r1cllll1ri-• 1xtende--rele11111bl1t1 211"11 
areround,unscored.pink·colored.convextabletsimprinted 
wi th QC on one 5ide and 20 on the other. They are supplied 
as follows: Child re5istantclosu r,, opaque plastic bottles of 
100 (NOC 52152-409-02) 
Oryu-oni, llly-recllll ■ri-e i,xt1nd1-·ral111e t1bl1t1 U I'll 
are round, unscored. yel low-colored, convex tablets im­
printed with OC on ona side and 40 on the other. Thay are 
suppl ied as fol lows: Child resistant closure, opaque plastic 
bottles of 100 (NOC 52152-◄ 10-02) 
OJ)'n-on1 llly-r1i:llllori-• 1xt1nd1--r1l1111 t1bl1t1 II r■ I 
are round. unscored. oreen-colored, convex tablets im­
printed with OC on one side and 80 on the other They are 
suppl ied as fol lows. Child resistant closu re, opaque plastic 
bottles of 100 (NOC 52152-411 -02) 
Store at 20•-25''C (68°-77°F): v11 th excursions permitted 
between 15°-30"C (59"-86°F)[See USP Contro lled Room 
Temperature) 
Dispense ma t1oht, lioht-res1staitcontainer. 
CAUTION 
DEA Or-er For11 R1111ir•-· 

8949-00 

Pactavis 
Oi5tributed by· Actavis Totowa LLC 

990 Riverview Drive 
Totowa. NJ 07512 USA 
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HDMA Standard Product Information Pharmaceutical Products IZI New Item D Promotion/Deal D Open Stock D Post Launch Change 
Date· Nov 24 2009 Page 1 of 2 

PRODUCT INFORMATION SPECIAL HANDLING AND STORAGE REQUIREMENTS 

Manufacturer/Broker Name: Actavis Totowa LLC Number: 52152 a. Temperature - Indicate the normal temperature range for this product. 

Product Name: Ox1codone controlled release tablets 10mg I. Controlled Room Temperature (68° - 77° F) ~ 
Product ID Number: 

~ NDC 52152-408-02 ~ UPC/GTIN # 3 52152-408-02 0 
II . Room Temperature (59° - 86° F) □ 

Description: Round, unscored, white-colored, convex tablets im~rinted with OC on one side Ill. Excessive Heat (>104° F) □ 
and 10 on the other IV. Cool (46° - 59° F) □ Address: 990 Bi~erYiew D[i~e 
City, State, Zip: Iolowa ~ I OZ512 V. Refrigerated (36° - 46° F) □ 
Key Contact: .li □ lli □g McCatmick Fax: VI. Frozen (-4° -14° F) □ 
Phone Number: 888-925-2342 Ext: VII. No Requ irement □ 
Phone Number: Ext: 

Is the Product? ~ Direct Ship Item D Drop Ship Item b. Are temperature excursions permitted/allowed for product? ~Yes □ No 

Is the Product a Controlled Drug? ~Yes □ No If Yes, provide the temperature range and hours duration: 
If Yes, Schedule Number: C II 59 -86F and 

Is this ARCOS reportable? □ Yes □ No 
Is this Product a Legend Device? □ Yes ~ No C. Are there additional storage and shipping requirements? □ Yes ~No 

Country of Origin: USA If yes, please provide on page 2. 
Harmonization Code Number for International Shipping: 

Is this product a Hazardous Material or Cytotoxic Agent? 

□ Yes ~No If yes, provide additional information on page 2. 

Attach copy of Material Safety Data Sheet (MSDS) 

Attach Package Insert 
ADDITIONAL PRODUCT ITEM AND PACKING INFORMATION INFORMATION 

Is there a minimum order quantity? 
Size/Strength Unit Mstr. Inner Wght. Case Item Pallet # Cases/ 

/Form Of Sale UPC Code Shpr. Case Pk Lbs. Cube Dimensions Dimensions Dimensions Pallet 
If yes, D Case D Carton ~ Item ~ Bottle Case: 48 Case: 0.37 Depth: Depth: Depth: 

Number of Pieces? 48 100/10mg/ D Box 4.25 lb cu ft 11 .81" 1.83" 40" 100 ---
Shelf Life: 35 Months CR Tablets D Glass jar Carton: Carton: Height: Height: Height: 

---
Whsl. Code#: D Ampule 7.38" 3.28" 

D Other Item: Item: Width: Width: Width: 
Fineline Code: 

3 5215240802 0 1.34 oz 7.31" 1.63" 48" 
Is Item? D Unit Dose D Unit of Use For Generic Drug Products: I. Orange Book Rating: AB II. Product Color: White 
If Unit Dose, is item bar coded to unit Ill . Brand Name Equivalent: Ox:iContinr IV. Generic Name For Brand: Ox1codone CR Tablet 
dose for Hospital tracking purposes? COST INFORMATION 

□ Yes □ No 
Purchase Allowance Distribution Allowance Invoice Net Mfr's Avg Retl SRP Excise 

Will handling data change in the f irst: Regular □ 01 □ BB □ 01 □ BB Cost($) Cost($) AWP Price($) ($) Tax 
6 months? □ Yes Cost($) $ % $ % 
9 months? □ Yes DZ 

12 months? □ Yes EA $152.67 $183.28 

Unknown? nYes PPK 

This offer is made on a proportionally equal basis to all sellers' accounts completive with customer. Signature: 

Copyright© 2005 by the Healthcare Distribution Management Association Revised 02/21/06 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_03998253 
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HDMA Standard Product Information Pharmaceutical Products Page 2 of 2 

Item Description: Oxycodone CR Tablets Manufacturer: Actavis Totowa LLC 

If additional information is necessary, provide on right of page or as attachment. 
HAZARDOUS MATERIAL INFORMATION ADDITIONAL INFORMATION AS NECESSARY 

Is this product: 

a) Cytotoxic? □ Yes 1Zi No 

b) Carcinogen? □ Yes 1Zi No 

c) Inhalation Hazard? □ Yes IZI No 

d) Contact Hazard? □ Yes IZI No 

Is this item considered a carcinogen? 

Is this item an aerosol requiring special storage? 

Does this product require special clean-up instructions? 

If yes, attach MSDS with special instructions. 

Department of Transportation (DOT) I.D. Number: __ _ 

Hazard Class/ORM Code: 

D Yes IZJ No 

D Yes IZ! No 

D Yes IZJ No 

OSHA/DOT CHEMICAL STORAGE CLASS 
Please check appropriate Class(s) for this product. 

1ZJ ORGANIC 

□ INORGANIC 

□ ANTINEOPLASTIC 

□ STEROID/ANDROGEN 

□ CORROSIVE/OXIDIZER □ ESSENTIAL CHEMICAL 

□ AEROSOL □ PRECURSOR CHEMICAL (Describe below) 

□ AEROSOL CLASS □ MAXIMUM QTY LEVEL 
Is the product restricted for air shipping? 

D Passenger 
D Cargo 
D Passenger & Cargo 

Precursor Chemical: 

Ephedrine 

Pseudoephedrine 

Phenylpropanolamine 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

1Zi No 

Size/Strength 

ADDITIONAL STORAGE AND SHIPPING REQUIREMENTS 

Is this product to be shipped to customers on ice? 

Is this product to be shipped to customers on dry ice? 

Does this product require refrigerated truck for transport? 

Is this Product State Regulated? 
If yes, list states on the right or as an attachment. 

□ Yes 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

IZI No 

□ No 

Are there special returns requirements? D Yes IZJ No 

If yes, provide requirements in the space to the right or as attachment. 

Copyright© 2005 by the Healthcare Distribution Management Association 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 

Revised 02/21/06 

ALLERGAN_MDL_03998254 
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HDMA Standard Product Information Pharmaceutical Products IZI New Item D Promotion/Deal D Open Stock D Post Launch Change 
Date· Nov 24 2009 Page 1 of 2 

PRODUCT INFORMATION SPECIAL HANDLING AND STORAGE REQUIREMENTS 

Manufacturer/Broker Name: Actavis Totowa LLC Number: 52152 a. Temperature - Indicate the normal temperature range for this product. 

Product Name: Ox1codone controlled release tablets 20mg I. Controlled Room Temperature (68° - 77° F) ~ 
Product ID Number: 

~ NDC 52152-409-02 ~ UPC/GTIN # 3 52152-409-02 7 
II . Room Temperature (59° - 86° F) □ 

Description: Round, unscored, ~ink-colored, convex tablets im~rinted with OC on one side Ill. Excessive Heat (>104° F) □ 
and 20 on the other IV. Cool (46° - 59° F) □ Address: 990 Bi~erYiew D[i~e 
City, State, Zip: Iolowa ~ I OZ512 V. Refrigerated (36° - 46° F) □ 
Key Contact: .li □ lli □g McCatmick Fax: VI. Frozen (-4° -14° F) □ 
Phone Number: 888-925-2342 Ext: VII. No Requ irement □ 
Phone Number: Ext: 

Is the Product? ~ Direct Ship Item D Drop Ship Item b. Are temperature excursions permitted/allowed for product? ~Yes □ No 

Is the Product a Controlled Drug? ~Yes □ No If Yes, provide the temperature range and hours duration: 
If Yes, Schedule Number: C II 59 -86F and 

Is this ARCOS reportable? □ Yes □ No 
Is this Product a Legend Device? □ Yes ~ No C. Are there additional storage and shipping requirements? □ Yes ~No 

Country of Origin: USA If yes, please provide on page 2. 
Harmonization Code Number for International Shipping: 

Is this product a Hazardous Material or Cytotoxic Agent? 

□ Yes ~No If yes, provide additional information on page 2. 

Attach copy of Material Safety Data Sheet (MSDS) 

Attach Package Insert 
ADDITIONAL PRODUCT ITEM AND PACKING INFORMATION INFORMATION 

Is there a minimum order quantity? 
Size/Strength Unit Mstr. Inner Wght. Case Item Pallet # Cases/ 

/Form Of Sale UPC Code Shpr. Case Pk Lbs. Cube Dimensions Dimensions Dimensions Pallet 
If yes, D Case D Carton ~ Item ~ Bottle Case: 48 Case: 0.37 Depth: Depth: Depth: 

Number of Pieces? 48 100/20mg/ D Box 4.25 lb cu ft 11 .81" 1.83" 40" 100 ---
Shelf Life: 35 Months CR Tablets D Glass jar Carton: Carton: Height: Height: Height: 

---
Whsl. Code#: D Ampule 7.38" 3.28" 

D Other Item: Item: Width: Width: Width: 
Fineline Code: 

3 5215240902 7 1.34 oz 7.31" 1.63" 48" 
Is Item? D Unit Dose D Unit of Use For Generic Drug Products: I. Orange Book Rating: AB II. Product Color: Pink 
If Unit Dose, is item bar coded to unit Ill . Brand Name Equivalent: Ox:iContinr IV. Generic Name For Brand: Ox1codone CR Tablet 
dose for Hospital tracking purposes? COST INFORMATION 

□ Yes □ No 
Purchase Allowance Distribution Allowance Invoice Net Mfr's Avg Retl SRP Excise 

Will handling data change in the f irst: Regular □ 01 □ BB □ 01 □ BB Cost($) Cost($) AWP Price($) ($) Tax 
6 months? □ Yes Cost($) $ % $ % 
9 months? □ Yes DZ 

12 months? □ Yes EA $292.12 $350.69 

Unknown? nYes PPK 

This offer is made on a proportionally equal basis to all sellers' accounts completive with customer. Signature: 

Copyright© 2005 by the Healthcare Distribution Management Association Revised 02/21/06 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_03998255 
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HDMA Standard Product Information Pharmaceutical Products Page 2 of 2 

Item Description: Oxycodone CR Tablets Manufacturer: Actavis Totowa LLC 

If additional information is necessary, provide on right of page or as attachment. 
HAZARDOUS MATERIAL INFORMATION ADDITIONAL INFORMATION AS NECESSARY 

Is this product: 

a) Cytotoxic? □ Yes 1Zi No 

b) Carcinogen? □ Yes 1Zi No 

c) Inhalation Hazard? □ Yes IZI No 

d) Contact Hazard? □ Yes IZI No 

Is this item considered a carcinogen? 

Is this item an aerosol requiring special storage? 

Does this product require special clean-up instructions? 

If yes, attach MSDS with special instructions. 

Department of Transportation (DOT) I.D. Number: __ _ 

Hazard Class/ORM Code: 

D Yes IZJ No 

D Yes IZ! No 

D Yes IZJ No 

OSHA/DOT CHEMICAL STORAGE CLASS 
Please check appropriate Class(s) for this product. 

1ZJ ORGANIC 

□ INORGANIC 

□ ANTINEOPLASTIC 

□ STEROID/ANDROGEN 

□ CORROSIVE/OXIDIZER □ ESSENTIAL CHEMICAL 

□ AEROSOL □ PRECURSOR CHEMICAL (Describe below) 

□ AEROSOL CLASS □ MAXIMUM QTY LEVEL 
Is the product restricted for air shipping? 

D Passenger 
D Cargo 
D Passenger & Cargo 

Precursor Chemical: 

Ephedrine 

Pseudoephedrine 

Phenylpropanolamine 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

1Zi No 

Size/Strength 

ADDITIONAL STORAGE AND SHIPPING REQUIREMENTS 

Is this product to be shipped to customers on ice? 

Is this product to be shipped to customers on dry ice? 

Does this product require refrigerated truck for transport? 

Is this Product State Regulated? 
If yes, list states on the right or as an attachment. 

□ Yes 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

IZI No 

□ No 

Are there special returns requirements? D Yes IZJ No 

If yes, provide requirements in the space to the right or as attachment. 

Copyright© 2005 by the Healthcare Distribution Management Association 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 

Revised 02/21/06 

ALLERGAN_MDL_03998256 
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HDMA Standard Product Information Pharmaceutical Products IZI New Item D Promotion/Deal D Open Stock D Post Launch Change 
Date· Nov 24 2009 Page 1 of 2 

PRODUCT INFORMATION SPECIAL HANDLING AND STORAGE REQUIREMENTS 

Manufacturer/Broker Name: Actavis Totowa LLC Number: 52152 a. Temperature - Indicate the normal temperature range for this product. 

Product Name: Ox1codone controlled release tablets 40mg I. Controlled Room Temperature (68° - 77° F) ~ 
Product ID Number: 

~ NDC 52152-410-02 ~ UPC/GTIN # 3 52152-410-02 3 
II . Room Temperature (59° - 86° F) □ 

Description: Round, unscored, 1ellow-colored, convex tablets im~rinted with OC on one Ill. Excessive Heat (>104° F) □ 
side and 40 on the other IV. Cool (46° - 59° F) □ Address: 990 Bi~erYiew D[i~e 
City, State, Zip: Iolowa ~ I OZ512 V. Refrigerated (36° - 46° F) □ 
Key Contact: .li □ lli □g McCatmick Fax: VI. Frozen (-4° -14° F) □ 
Phone Number: 888-925-2342 Ext: VII. No Requ irement □ 
Phone Number: Ext: 

Is the Product? ~ Direct Ship Item D Drop Ship Item b. Are temperature excursions permitted/allowed for product? ~Yes □ No 

Is the Product a Controlled Drug? ~Yes □ No If Yes, provide the temperature range and hours duration: 
If Yes, Schedule Number: C II 59 -86F and 

Is this ARCOS reportable? □ Yes □ No 
Is this Product a Legend Device? □ Yes ~ No C. Are there additional storage and shipping requirements? □ Yes ~No 

Country of Origin: USA If yes, please provide on page 2. 
Harmonization Code Number for International Shipping: 

Is this product a Hazardous Material or Cytotoxic Agent? 

□ Yes ~No If yes, provide additional information on page 2. 

Attach copy of Material Safety Data Sheet (MSDS) 

Attach Package Insert 
ADDITIONAL PRODUCT ITEM AND PACKING INFORMATION INFORMATION 

Is there a minimum order quantity? 
Size/Strength Unit Mstr. Inner Wght. Case Item Pallet # Cases/ 

/Form Of Sale UPC Code Shpr. Case Pk Lbs. Cube Dimensions Dimensions Dimensions Pallet 
If yes, D Case D Carton ~ Item ~ Bottle Case: 48 Case: 0.37 Depth: Depth: Depth: 

Number of Pieces? 48 100/40mg/ D Box 4.25 lb cu ft 11 .81" 1.83" 40" 100 ---
Shelf Life: 35 Months CR Tablets D Glass jar Carton: Carton: Height: Height: Height: 

---
Whsl. Code#: D Ampule 7.38" 3.28" 

D Other Item: Item: Width: Width: Width: 
Fineline Code: 

3 5215241002 3 1.34 oz 7.31" 1.63" 48" 
Is Item? D Unit Dose D Unit of Use For Generic Drug Products: I. Orange Book Rating: AB II. Product Color: yellow 
If Unit Dose, is item bar coded to unit Ill . Brand Name Equivalent: OxyContinr IV. Generic Name For Brand: Ox1codone CR Tablet 
dose for Hospital tracking purposes? COST INFORMATION 

□ Yes □ No 
Purchase Allowance Distribution Allowance Invoice Net Mfr's Avg Retl SRP Excise 

Will handling data change in the f irst: Regular □ 01 □ BB □ 01 □ BB Cost($) Cost($) AWP Price($) ($) Tax 
6 months? □ Yes Cost($) $ % $ % 
9 months? □ Yes DZ 

12 months? □ Yes EA $518.33 $622.25 

Unknown? nYes PPK 

This offer is made on a proportionally equal basis to all sellers' accounts completive with customer. Signature: 

Copyright© 2005 by the Healthcare Distribution Management Association Revised 02/21/06 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER ALLERGAN_MDL_03998257 
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HDMA Standard Product Information Pharmaceutical Products Page 2 of 2 

Item Description: Oxycodone CR Tablets Manufacturer: Actavis Totowa LLC 

If additional information is necessary, provide on right of page or as attachment. 
HAZARDOUS MATERIAL INFORMATION ADDITIONAL INFORMATION AS NECESSARY 

Is this product: 

a) Cytotoxic? □ Yes 1Zi No 

b) Carcinogen? □ Yes 1Zi No 

c) Inhalation Hazard? □ Yes IZI No 

d) Contact Hazard? □ Yes IZI No 

Is this item considered a carcinogen? 

Is this item an aerosol requiring special storage? 

Does this product require special clean-up instructions? 

If yes, attach MSDS with special instructions. 

Department of Transportation (DOT) I.D. Number: __ _ 

Hazard Class/ORM Code: 

D Yes IZJ No 

D Yes IZ! No 

D Yes IZJ No 

OSHA/DOT CHEMICAL STORAGE CLASS 
Please check appropriate Class(s) for this product. 

1ZJ ORGANIC 

□ INORGANIC 

□ ANTINEOPLASTIC 

□ STEROID/ANDROGEN 

□ CORROSIVE/OXIDIZER □ ESSENTIAL CHEMICAL 

□ AEROSOL □ PRECURSOR CHEMICAL (Describe below) 

□ AEROSOL CLASS □ MAXIMUM QTY LEVEL 
Is the product restricted for air shipping? 

D Passenger 
D Cargo 
D Passenger & Cargo 

Precursor Chemical: 

Ephedrine 

Pseudoephedrine 

Phenylpropanolamine 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

1Zi No 

Size/Strength 

ADDITIONAL STORAGE AND SHIPPING REQUIREMENTS 

Is this product to be shipped to customers on ice? 

Is this product to be shipped to customers on dry ice? 

Does this product require refrigerated truck for transport? 

Is this Product State Regulated? 
If yes, list states on the right or as an attachment. 

□ Yes 

□ Yes 

□ Yes 

□ Yes 

1Zi No 

1Zi No 

IZI No 

□ No 

Are there special returns requirements? D Yes IZJ No 

If yes, provide requirements in the space to the right or as attachment. 

Copyright© 2005 by the Healthcare Distribution Management Association 
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Revised 02/21/06 

ALLERGAN_MDL_03998258 



P-01092_00018

f r 
••• 

• a1 

; .. -.i ... 
€ 

odaio. , ... 
fiil 
,oo_ 

r ch 
ana 

., .. 
€ 

odD1dl 

EE),,., 
,oo_ 

• ices 
e ent. 

....... 

.... 
odiDlotG. .... 
ml 

Oxycodone Hydrochloride Controlled-release Tablets, 
available from Actavis. 

• Compare to OxyContin®* 
• Dosage strengths of 1 O mg, 20 mg, 40 mg and 80 mg 

• 100-count bottles 
• Another controlled-release product in our portfolio 

To learn more, contact your Actavis representative or wholesaler, 

or call customer service at 888.925.2342. 

Oxycodone HCI CR Tablets 10mg 100 52152-408-02 

Oxycodone HCI CR Tablets 20 mg 100 52152-409-02 

Oxycodone HCI CR Tablets 40 mg 100 52152-410-02 

Oxycodone HCI CR Tablets 80 mg 100 52152-411-02 

Please see adjacent pages for prescribing information. 

A260 Rev. 9/2009 *Oxy(ontin® is the registered trademark of Purdue Pharma LP. 

creating value in pharmaceuticals 
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OXYCODONE HCI 
CONTROLLED-RELEASE TABLETS 

10 mg, 20 mg, 40 mg, 80 mg* 

~Only 
*80 mg,and 160 mg is for use in opioid-tolerant patients only 

WARNING: 

CII 

Oxycodone HCI Controlled-Release Tablets are an opioid agonist and 
a Schedule II controlled substance with an abuse liability similar to 
morphine. 

Oxycodone can be abused in a manner similar to other opioid agonists, legal 
or illicit. This should be considered when prescribing or dispensing Oxycodone 
HCI Controlled-Release Tablets in situations where the physician or pharmacist 
is concerned about an increased risk of misuse, abuse, or diversion 

Oxycodone HCI Controlled-Release Tablets are a controlled-release oral 
formulation of oxycodone hydrochloride indicated for the management of 
moderate to severe pain when a continuous,around-the-clock analgesic is 
needed for an extended period of time. 

Oxycodone HCI Controlled-Release Tablets are NOT intended for use as a 
pm analgesic. 

OXYCODONE HCI CONTROLLED-RELEASE 80 mg, and 160 mg Tablets, or 
a single dose greater than 40 mg, ARE FOR USE IN OPIOID-TOLERANT 
PATIENTS ONLY. A single dose greater than 40 mg, or total daily 
doses greater than 80 mg, may cause fatal respiratory depression when 
administered to patients who are not tolerant to the respiratory depressant 
effectsofopioids 

OXYCODONE HCI CONTROLLED-RELEASE TABLETS ARE TO BE SWALLOWED 
WHOLE AND ARE NOT TO BE BROKEN, CHEWED, OR CRUSHED. TAKING 
BROKEN, CHEWED, OR CRUSHED OXYCODONE HCI CONTROLLED-RELEASE 
TABLETS LEADS TO RAPID RELEASE AND ABSORPTION OF A POTENTIALLY 
FATAL DOSE OF OXYCODONE. 

DESCRIPTION 
OxycodoneHCIControlled-ReleaseTabletsareanopioidanalgesicsuppliedin10mg,20mg, 
40 mg,and 80 mg tablet strengths for oral administration. The tablet strengths describe 
theamountofoxycodonepertabletasthehydrochloridesalt. The structural formula for 
oxycodonehydrochloridelsasfollows 

< ■ ,o 

The chtmicill formula is 4, Sa-epoxy-14-hydroxy-3-methoxy-17-methylmorphinan-6-one 
hydrochloridt 

Oxycodon, is a whit,, odorless crystilllint powder derivtd from tht opium ,lkilloid, thtb,int 
Oxycodon,hydrochloridedissolvtsinwilttr{l gin6to7ml). ltisslightlysolubltin,lcohol 
(oct.inolw.it,rp.irtitionc~fficient0.7).Thet.ibletscont.iinthefollowingin;ictiveingr,di,nts 
.immonio methacrylate copolymer, hypromellose, lilctose, m.ignesium sttilrilte, polyethylene 
glycol ◄OO,povidont,sodiumhydro1idt,sorbicacid,steuylillcohol,talc,titaniumdioxid,,ilnd 
tri.ac,tin 

ThelOmgtabletsalsocontain:hydroxypropylcellulose 

The20mgtabletsalsocontain:polysorbate80andredironoxide 

The40mgtabletsalsocontain:polysorbate80andyellowironoxide 

The 80 mg tablets also contain: FD&C blue No. 2, hydroxypropyl cellulose, and yellow iron 
oxide. 

Oiycodon, HCI controlltd-rtleas, 1 O mg, 20 mg, -40 mg, .and 80 mg t,bltts art ttsted using 
USPOissolutionTtst2andmtttthtassociattdtoltrancesprovidedinAcctptanceTilble2of 
tht01ycodoneHydrochloridtE1ttndtd-Rtlt.is,T,blttsUSPMonogr,ph 

CLINICAL PHARMACOLOGY 
Oiycodon, is a pur, ilgonist opioid whose princip,1 ther,ptutic ilCtion is ,n,lgtsia. Other 
mtmbtrs of the class k:nown as opioid ,gonist:s include subst,ncts such u morphine, 
hydromorphone, fent,nyl, codeine, and hydrocodon,. Phum.icological eff,cts of opioid 
agonists includ, ;anxiolysis, ,uphori.i, feelinlj)s of rel.intion, respiratory dtpression, 
constipiltion,miosis,ilndcoughsuppression,.iswell;isanali;iesi.i. Liktilllpurtopioidilgonist 
ilnillg,sics, with incr,asinQ doses th,r, is incrtasing ilnillg,siil, unlike with miled agonist/ 
antagonists or non-opioid an.algtsics, whtre thm is il limit to the ilnillgesic efftct with 
inmasing doses. With pure opioid ,gonist anillgtsics,thm is no defintd muimum do:s,;the 
ceilingtoanalgesiceffectivenessisimposedonlybysideeffects,themoreseriousofwhichmay 
includesomnolenc~;indrespir.itorydepression 

Central Nervous System 
The precisemechanismoftheanalgesicaction is unknown. However,specificCNSopioid 
receptors for endogenous compounds with opioid-like activity have been identified 
throughoutthebrainandspinalcordandplayaroleintheanalgesiceffectsofthisdrug 

Oxycodoneproducesrespiriltorydepressionbydirectilctiononbrilinstemrespiriltorycenttrs. 
Thtrespiratorydepressioninvolvesbothartductioninthertsponsivtnmofthebrainsttm 
rtspir,toryc,nttrstoincre,stsincubondioxidetension,ndtotltctricalstimul.1tion. 

Oxycodon,deprtsst,thtcoughrttlubydirtctttftctonthecoughetnttrinthem,dull, 
Antitussive,ffectsmilyoccurwithdoi;eslow,rthilnthos,usu;illyr,quiredfor,nalgesia 

Oxycodonec.imesmiosis,,venintotaldarkness.Pinpointpupils;ir,.isignofopioidoverdose 
but art not pathoqnomonic (e.g., pontine l,sions of hemorrhaqic or isch,mic orilj)in mily 
product similu nndings). Marktd mydriasis r,thtr than miosis mily be se,n with hypoxia in 
tht setting of Oxycodont HCI Controlltd-Rtleilst labltts ovtrdose (See OVER DOSAGE) 

Gastrointestin•I Tr•ct And Other Smooth Muscle 
Oiycodon, caum a reduction in motility associ,ttd with iln incrus, in smooth muscle ton, in 
the antrum of th, stomach ilnd duodenum. Oig,stion of kiod in the sm,11 int,stine is del,ytd 
,nd propulsive contrilctions u, dtcreased. Propulsiwt ptrist,ltic w,ves in tht colon ,re 
decreilsed,whileton,mayb,increilsedtothepointofspasmresultinginconstip,tion.Other 
opioid-inducedeffectsm.iyinclud,areductioninlj)1stric,bili.iryilndpancreilticsecr,tions1 

spilsmofsphincterofOddi,andtransitnteleviltionsinmum;imylilse 

Cardiovascular System 
Oxycodone may produce release of histamine with or without associated peripheral 
vasodilation. Manifestationsofhistaminereleaseand/orperipheralvasodilationmayinclude 
pruritus,flushing,redeyes,sweating,and/ororthostatichypotension 

Concentration - Efficacy Relationships 
Studiesinnormalvolunteersandpatientsrevealpredictablerelationshipsbetweenoxycodone 
dosageandplasmaoxycodoneconcentrations,aswellasbetweenconcentrationandcertain 
expectedopioideffects,suchaspupillaryconstriction,sedation,overalludrugeffect7analgesia 
and feelings of~relaxation: 

As with ;ill opioids,the minimum effective plasm.i concentration for analgesi;i will v;irywidely 
.imong p.itients, especially .imong p.itients who hilve been previously treated with potent 
agonistopioids. As,result,patientsmustbetre,ttdwithindividuillizedtitriltionofdo-sage 
tothedesirtdtfftct. Thtminimumefftctivtanalgtsicconcentr,tionofo1ycodontforilny 
individual piltient m,y incr,ue over tim, due to ;m incre,se in pain, th, dtvelopment of a new 
painsyndrome,md/orthedevelopmentof.in;ilgesictoltrilnce 

Concentration - Adverse Experience Relationships 
Oxycodone HCI Controlled-Release Tablets are associated with typical opioid-related 
adverse experiences. Thereisageneralrelationshipbetweenincreasingoxycodoneplasma 
concentrationandlncreasingfrequencyofdose-relatedopioidadverseexperiencessuchas 
nausea, vomiting, CNS effects, and respiratory depression. In opioid-tolerant patients, the 
situation is altered by the development of tolerance to opioid-related side effects,and the 
relationshipisnottlinicallyrelevant. 

As with all opioids, the dose must be individualized (see DOSAGE AND ADMINISTRATION), 
becausetheeffectiveanalgesicdoseforsomepatientswillbetoohightobetoleratedby 
other patients 

PHARMACOKINETICS AND METABOLISM 
The activityofOxycodoneHCI Controlled-Release Tablets is primarilyduetotheparentdrug 
oxycodone. Oxycodone HCI Controlled-Release Tablets are designed to provide controlled 
deliveryofoxycodoneover12hours 

Br,aking, chtwing or crushing Oxycodone HCI Controlltd·Rtluse T,blets eliminatts the 
controlleddtliverym,chanismandresultsintherapidrtleastilnd,bsorptionofapottnti,lly 
f.1U1ldo1,ofo1ycodon, 

Oxycodone releue from Oxycodone HCI Controlled-Release TJblets is pH independent 
Oxycodone is well absorbed from Oxycodone HCI Controlled-Rel,;ise Tilblets with an oral 
bioavaililbility of 60% to 117%. The relative or;il bio;iv;iilability of Oxycodone HCI Controlled 
Rtle,se Tilbltts to immtdiiltt-rtle,se or,I dosage kirms is 100%. Upon repeilttd dosing in 
normill voluntetrs in ph,rmilcokinttic studits, study-state ltvtls w,re achieved within 2-4-
36 hour:s. Ooseproportionalityilnd/orbioilvilil,bilityh,sbttnest,blishedkirtht10mg,20 
mg, -40 mg, 80 mg, and 160 mg t,blet str,ngths for both l)("<lk plum, levels (C,..,) ,nd e:-:tent 
of il.bsorption (AU(). Oxycodone is extensively metabolized and elimin.ited primilrily in the 
urineilsbothconjWJilted;indunconjulj)iltedmetilbolites.The.ippitrentelimin;itionh;ilf-lifeof 
01ycodone following the administration of Oxycodone HCI Controlled-Rtlease Tilbltts w,s -4.5 
hours compared to l2 hours for imm,diatt-rtlease oxycodone. 

Ab5orption 
About 60% to 87% of iln oral dose of oxycodone rtilches tht ctntrill compartment in 
cornpilrison to , p,r,ntml dost. This high oral bioilvililability is du, to low prt-syst,mic 
and/orfirst-passmetilbolism. In normal voluntetrs,thethof,bsorption isO.◄ hoursfor 
imm,diatt-rtlus, or,1 oxycodone. In contrast, Oxycodon, HCI Controlltd-Relus, Tablets 
exhibitabiph.isicabsorptionpatt,rnwithtwoappar,nt.ibsorptionhillf-livesof0.6and6.9 
hours, which describes the initi;il rele.ise of 01ycodon, from the t;iblttfollowed by ii prolonged 
releas, 

Pluma Oxycodone by Time 
Dose proportionality has bten establish,d for th, 10 mg, 10 mg, -40 mg, ilnd 110 mg tablet 
strtnlj)ths for both pe.ik plasmil concentr.itions (C. .. ,) and extent of .ibsorption (AU() (see 
lablel below). Anotherstudytstablishedthiltth, 160mgubletisbioequivalenttol xBO 
mg tabltts ,s well as to ◄ x -40 mg for both pe,k plasmil concentriltions (C_) ilnd ,itent of 
,bsorption (AU() (set lab le 2 btlow).Given the short half-life oftlimin,tion ofoxycodone from 
Oxycodone HCI Controlled-Release Tablet~, ~te.1dy-st1te pla~m,1 concentr.itiom of oxycodone 
are.achi,vedwithin24-36hoursofiniti,tionofdosingwithOxycocloneHCIControlled-Rele;ise 
Tablets. ln;istudycomp.iring lOmgof01ycodoneHCIControll,d-Rele;iseTitbl,ts,very12 
hours to 5 mg of immediate-rtluse 01ycodon, ev,ry 6 hours, the two trtatmtnts w,re found 
to bt tquivaltnt for AUC ilnd (.,.,, and simililrfor C,,.. (trough) conctntrations 

;.,.",} 
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Table 1 
Mean[% coefficient variation] 

Regimen/ Dosage Form Trough 
AUC c ... T~ , Cone. 

(ng·hr/mL)t (ng/ml) (h~) (ng/ml) 

Single 10mg0xycodone 
Dose HCIControlled- 100.7[26.6] 10.6[20.1] 2.7[44.1] 

Release Tablets 

20mg0xycodon, 
HCIControlled- 207.5[35.9] 21.4[36.6] 3.2[57.9] 
RtleaseT,bltts 

◄OmgOxycodon, 
HCIControlled- 423.1 (33.3] 39.3[34.0] 3.1[77.4] 
Rele.iseT,blets 

80mg0)ycodon, 
HCIControlltd· 1085.5[32.3] 98.5[32.1] 2.1[52.3] 
Rtlus,T,bltts* 

Multiple lOmgOxycodon, 
Dose HCIControlled- 103.6[38.6] 15.1[31.0] 3.2[69.5] 7.2[48.1] 

Rtleasebbltts 
Tilbletsq12h 

Smgimmediate 99.0[36.2] 15.5[28.8] 1.6[49.7] 7.4[50.9] 
releaseq6h 
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Table2 
Mean [% coefficient variation] 

Regimen/ Dosage Form Trough 
AUCw c ... T ... Cone. 

(ng•hr/mL)t (ng/ml) (hrs) (ng/ml) 

Single ◄ x40mg 
Dose Oxycodon,HCI 1935.3 152.0 2.56 

Controlltd [3-4.7] [2e.9J [-42.3] 
ReleaseT;iblets* 

2x80mg 
OxycodoneHCI 1859.3 153.-4 2.78 
Controlled [30.1] [251] 169.J] 
Release Tablets* 

lx160 mg 
Oxycodon,HCI 1856.4 156.-4 2.54 
Controlled- [30.5] [2-4.8] 136.4] 
Rele.istTiiblets• 

t for single-dose AUC = AUC,.;,1; for multiple-dose AUC = AUCo.1 
"dataobtainedwhilevolunteersreceivednaltrexonewhichcanenhanceabsorption 

Oxycodone HCI Controlled-Release Tablets are NOT INDICATED FOR RECTAL 
ADMINISTRATION. Data from a study involving 21 normal volunteers show that Oxycodone 
HCI Controlled-Release Tablets administered per rectum resulted in an AU( 39% greater and 
a Cm,. 9% higher than tablets administered by mouth. Therefore, there is an increased risk of 
adverseeventswithrectaladministration 

Food Effects 
Foodhasnosignincanttfftctonth,extentofabsorptionofoxycodon,fromOxycodon,HCI 
Controlltd-R,lus, labltts. However, tht peilk plasma conetntration of oxycodon, increu,d 
by 25% when iln Oxycodone HCI Controlled-Rtltase Tilblets 160 mg lilblet was administered 
with;ihiQh-filtme.il 

Di5tribution 
Following intr,v,nous ,dministr,tion, th, volume of distribution (Vss) for oxycodone was 2.6 
Ukg. Oxycodone binding to pl;ismil protein at 37°C and ii pH of 7.-4 was ilbout -45%. Once 
i1bsorbed,oxycodoneisdistribut,dtoskel,t;ilmuscle,liver,int,stinaltr.ict,lun1j1s,sple,n,ilnd 
brilin. Oxycodone has bttn found in brtast milk (see PRECAUTIONS). 

Met•boli5m 
Oxycodon, hydrochloride is ,11,nsiv,ly metabolized to noroxycodone, oxymorphon,, 
noroiymorphont,ilndtheirglucuronides. Themiljorcirculatingm,tilboliteisnoroiycodone 
with iln AUC riltio of 0.6 relativt to thilt of oxycodone. Horoxycodon,e is reporttd to be 
a considmbly weaktr ,n,lgtsic than oxycodone. Oxymorphon,, ,lthough possessing 
1nalgtsic,ctivity,ispr,sentintheplilsmaonlyinlowconctntrations.Thtcorr,l,tionbttwe,n 
oxymorphone concentr.itions .ind opioid efftcts was much less th;in thilt s~,n with oxycodone 
plasmaconctntriltions. Theanalgesicilctivityproil,ofoth,rm,tabolitesisnotknown 

Th, formation of oxymorphont ;ind noroxycodone, is m,diilted by cytochrom, P-450 2D6 
ilnd cytochrom, P-450 3M, resptctivtly. In addition, noroxymorphon, formation is mediattd 
by both cytochrom, P-450 2D6 and cytochrom, P-450 3M Thtrtfore, th,e kirmation of thtst 
m,tabolitts an, in thtory, bt afftettd by other drugs (s,e Dn1g-Drug l ■ter,ctio■ 1) 

Excretion 
0)ycodon, and its mttabolitts ue ,xcreted primilrily via tht kidney. Tht ilmounts mtilsured 
intheurinth,vtbtenrtporttdasfollows:frttoxycodon,upto199';conjug,ttdo1ycodon, 
up to 509-;fret oxymorphone D,t,;conjug,ted 01ymorphone ~1-4%; both free and conjugated 
noro1ycodonehilvebeenfoundintheurinebutnotquantilitd. Thetotalpl.ismilcle.ir.ince 
w.is0.8Llminforildults 

Special Populations 
Elderly 
The plasma concentrations ofoxycodone are only nominally affected byage,being 15% 
greaterinelderlyascomparedtoyoungsubjects 

Gender 
F,mal,subjtctshilve,onilvtrilgt,pl,smao)ycodon,concentriltionsupto25~higherthan 
m.aleson,bodyweight.adjustedbilsis.Thertilsonforthisditfmnctisunknown 

Renal Impairment 
Data from, pharmacokinetic study involving 13 p.itients with mild to sever, ren,I dysfunction 
(creiltinine clearance <60 ml/min) show pe;ik plasm.i oxycodon, and noroxycodone 
concentr.itions 50%and 20% higher,r,sptctiv,ly,and AUC Villues foroxycoclon,,noroxycodone, 
ilnd oxymorphone 60%, 50%, ilnd .+a% hightr thiln normal subjects, mpectivtly. This is 
,ccomp,nitdby,nincrustinstdationbutnotbydifferenminr,spir,toryriltt,pupillary 
constriction,or s,verill othtr measures of drug el'Fect. Thtrt WilS ,n increase int½ of 
elimin;ition kir oiycodon, of only 1 hour (stt PRECAUTIONS) 

Hepatic lmpairr11ent 
D.it.i from .i study involving 24 piltients with mild to moderate hepatic dysfunction show peilk 
plilsmil oxycodone ilnd noroxycodone conctntrations 50~ and 20% higher, resptctively, than 
normill subjects. AUC valuts art 95% ilnd 65'!, hightr,r,spectivtly. Oxymorphon, peak plilsm, 
conc,ntrations .and AUC values m lower by 30% and -40%. Thes, difftrtnces art accompanitd 
by incrus,s in som,, but not othtr, drug ,ffects. The t½ tlimin1tion for oxycodon, increilstd 
by 2.3 hours (see PRECAUTIONS) 

Drug-Drug Interactions (see PRECAUTIONS) 
Oxycodone is metabolized in part by cytochrome P450 2D6 and cytochrome P450 3A4 and in 
theorycanbeaffectedbyotherdrugs 

Oxycodon, is met.ibolized in p;irt by cytochrome P◄SO 2D6 to 01ymorphone which represents 
lessth;in15%ofth,total.idministereddose. Thisrouteofelimin.itionmaybeblockedbyil 
vuietyofdrugs{t.g.,mtilincardiovasculardrugsincluding,miodaron,andquinidineuw,11 
,spolycyclicilnti-dtpremnts). How,v,r,inastudyinvolvinglOsubjtctsusingquinidint,, 
known inhibitor of cytochrom, P-450 2D6, tht philrmacodynamic efftcts of oxycodon, were 
unch~nged 

PhJirmacodynJimics 
A singlt-dos,, double-blind, pl,ctbo· and dos,-controlltd study w,s conducted using 
Oiycodone HCI Controlled-Rtltas, T,bltts (10,20,,nd 30 mg) in iln ilnillg,sic pain modtl 
involving 1112 p.itients with mod,rat, to severe pain. lwenty .ind 30 mg of Oxycodone HCI 
Controlled-Releas, Tablets were sup,rior in reducing pain comp.ired with placebo, ,nd 
thisdiff,rence was statistic;illysignificilnt. The onset ofanalg,sic ilction with Oxycodone 
HCI Controlltd-Reltut Tilblets occurred within 1 hour in most patiients following oral 
ildministration 

CLINICAL TRIALS 
Adoublt-blindplacebo-controlled,n1,d-dose,pilrilllelgroup,two-we,kstudywasconducted 
in 133 patients with chronic,modmt, to sevm p,in,who werejudgtd as h,ving inildequ,t, 
p,in control with their current thmpy. In this study, 20 mg Oxycodone HCI Controlled-Reltase 
T,bletsq12h but not 10mgOxrcodone HCI Controlltd-Rel,as,T,bletsq12hdecreilsed p,in 
comp;iredwithplilcebo,.indthisdifferencewilsstatistic.illysignific.int 

INDICATIONS AND USAGE 
Oxycodone HCI Controlled-Release Tablets are a controlled-release oral formulation of 
oxycodonehydrochlorideindicatedforthemanagementofmoderatetoseverepainwhena 
continuous,around-the-clockanalgesicisneededforanextendedperiodoftime 

Oxycodone HCI Controlled-Release Tablets are NOT intended for use as a prn analgesic 

Physiciilnsshouldindividu,lizetrtatmtntintveryc,se,initiiltingthmpyilttheilppropri,tt 
point ,long a progrmion irom non-opioid ,n,lgtsks, such u non-sttroid1I ,ntHntlilmm,tory 
drugsandaettaminophtntoopioidsin,pl~nofpainman,gem,ntsuchilsoutlintdbytht 
World Health Organiz.ition, th, Agency for Healthc.ire Reseilrch and Qu.ility (form,rly k:nown 
astheAg,ncyforHe.ilthCare Policy.ind Res,uch),theF,d,r.itionofStateMedic.il Boards 
ModtlGuidtlines,ortheAmeric.inPilinSoci,ty. 

0(ycodon, HCI Controlled-Rtleas, Tilblets ue not indic,ttd for pain in th, imm,di,tt 
postoperiltive period (the first 12-2-4 hours following surgery),or iftht pain is mild,or not 
txpect,d to persist kir an ut,ndtd ptriod of time. Oxycodon, HCI Controlled-R,lus, Tilbltts 
ilreonlyindic,tedkirixistop,r;itiveuseifthtpiltientisillreadyrectivingth,drugpriorto 
surgeryorifthepostoperativ,p.iinisexpect,dtobemoder,tetosev,reandpersistkiran 
ertended p,riod of time. Physiciilns should individuillize trtiltment, moving Wom pilrent,rill 
toorillanillgtsicsasilppropri,tt. {SteAmtricanPainSocittyguidelines.) 
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CONTRAINDICATIONS 
01ycodone HCI Controlled-Rele;ise T.iblets ;ire contraindic.ited in patients with known 
hyperm1sitivitytooxycodone,orinanysitu<'ltionwhereopioidsarecontrJindicattd. This 
includes patients with signiflc;mt respiratory depression (in unmonitored settings or the 
absenceofresusdtativeequipment),11ndp11tientswith11cuteorsevtrebronchiillilsthmaor 
hypMurbiil. Oxycodone HCI Controlled-Rtleue llblets u, contr11indicated in any p11tient 
whohasorissuspectedofhll'l'ingparalyticileus 

WARNINGS 
OXYCOOONE HCI CONTROLLED-RELEASE TABLETS ARE TO BE SWALLOWED WHOLE AND 
ARE NOT TO BE BROKEN, CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, OR CRUSHED 
OXYCODONE HCI CONTROLLED-RELEASE TABLETS LEADS TO RAPID RELEASE AND 
ABSORPTION OF A POTENTIALLY FATAL DOSE OF OXYCODONE. 

Oxycodone HCI Controlled-Release 80 mg Tablets, or a single dose greater than 40 mg, 
ARE FOR USE IN OPIOID-TOLERANT PATIENTS ONLY. A single dose greater than 40 mg, 
or total daily doses greater than 80 mg, may cause fatal respiratory depression when 
administered to patients who are not tolerant to the respiratory depressant effects of 
opioids. 

Oxycodone HCI Controlled-Release 80 mg Tablets are for use only in opioid-tolerant 
patients requiring daily oxycodone equivalent dosages of 160 mg or more. Care should 
be taken in the prescribing of this tablet strength. Patients should be instructed 
against use by individuals other than the patient for whom it was prescribed, as such 
inappropriate use may have severe medical consequences, including death. 

Misuse,Abuse and Diversion of Opioids 
Oxycodone is an opioid agonist of the morphine-type. Such drugs are sought by drug abusers 
andpeoplewithaddictiondisordersandaresubjecttocriminaldiversion 

Oxycodone c;m bt- Jbu1ed in .i m;inner similM to other opioid ;igonists, leg;il or illicit. This 
should be considered when premibing or dispensing Oxycodone HCI Controlled-Rele;ise 
TilbletsinsituiltionswherethephysiciJnorphilrm;icistisconcernedaboutilnincreilsedrisk 
ofmisuse,abuse,ordiv,rsion 

OxycodoneHCI Controlled-Release Tablets have been reported as being abused by crushing, 
chewing,snorting,or injecting the dissolved product. These practices will result in the 
uncontrolleddeliveryoftheopioidandposeasignificantrisktotheabuserthatcouldresultin 
overdose and death (see WARNINGS and DRUG ABUSE AND ADDICTION) 

Cormrns Jbout abuse, Jddiction, ,ind div,rsion should not pr!!vent the prop,r manag,m,nt 
ofp,iin 

Healthcare professionals should contact their State Professionill licensing Bo;ird, or St.ite 
Controlled Substances Authority for information on how to prevent •nd detect .ibus, or 
diversion of this product. 

Interactions with Alcohol and Drugs of Abuse 
Oxycodonemaybeexpectedtohaveadditiveeffectswhenusedinconjunctionwithalcohol, 
otheropioids,orillicitdrugsthatcausecentralnervoussystemdepression. 

DRUG ABUSE AND ADDICTION 
Oxycodone HCI Controlled-Release Tablets contain oxycodone which is a full mu­
agonist opioid with an abuse liability similar to morphine and is a Schedule II 
controlled substance. Oxycodone, like morphine and other opioids used in analgesia, 
can be abused and is subject to criminal diversion. 

Drug addiction is chamtMized by compulsiv, us,, us, for non-ml!dic,il purpo1,s, .ind 
continuedusedespiteharmorriskofh;irm. ThMeis.ipot,ntialfordrugaddictiontodevelop 
following eiposureto opioids,including oiycodone. Drug ;iddiction is .i treatable disease, 
utilizingamulti-disciplin•ryapproach,butrelaps,iscommon. 

"Drug-s,ekinf b,h•vior is Vl!rY common in addicts •nd drug .ibusMs. Drug-sttking t,ctics 
indud,,mMg,ncyc,llsorvisitsn,artheendofofficehours,refusJltound!!rgoilppropri•te 
,xamin,ition, t,sting or r,fMral,repeat,d "loss• of pr!!miption1, t.ilmp,ring with premiptions 
.ind reluctance to provide prior medic.ii recordsorcont;ictinformationforothertruting 
physici;in(s). "Doctorshopping"to obtain.iddition;il prescriptions is common .imong drug 
abusersandpeoplesufferingfromuntruted.iddiction 

Abus,and •ddictionare s,parat,and distinct from physic•ldepend,nCl!andtolmnce 
Physiciansshouldbe,iwar,that,iddictionmilynotb,accompani,dbyconcurrl!nttolMance 
andsymptomsofphysiald,p,ndenCl!inall,ddicts. ln,ddition,,ibus,ofopioidsc;inoccur 
inth,absenceoftrue;iddiction.indischar1cterizedbymimsefornon-medic;il purposes, 
often in combination with other psycho.ictive substances. 01ycodone HCI Controlled-Release 
T•blets,hk,other opioids,h•vebeen divl!rtedfornon-medic.ilus,. Carri"ul rl!Cord-keeping 
of prescribing inform.ition, including quantity, fr,qu,ncy,and renewal requ,m is strongly 
advis,d 

PropMass,ssm,ntofth,pati,nt,properpr,mibingpmtic,s,pMiodicr,-,v;ilu.itionof 
therapy,andproperdispensing1nd1torageare;ippropri.itemeasuresthathelptolimit.ibus, 
of opioid drugs 

Oxycodone HCI Controlled-Release Tablets consist of a dual-polymer matrix, intended 
for oral use only. Abuse of the crushed tablet poses a hazard of overdose and death. 
This risk is increased with concurrent abuse of alcohol and other substances. With 
parenteral abuse, the tablet exdpients, especially talc, can be expected to result 
in local tissue necrosis, infection, pulmonary granulomas, and increased risk of 
endocarditis and valvular heart injury. Parenteral drug abuse is commonly associated 
with transmission of infectious diseases such as hepatitis and HIV. 

Rupiratory DeprMsion 
Respir;itorydepr,1sionisthechiefh.iz.irdfromoxycodone,theactiveingredientin01ycodon, 
HCI Controll,d-Rel,ase T.ibl,ts, .is with all opioid •gonists. Respir.itory depression is• 
particul•rproblemineld,rlyord,bi lit•t,dp,ti,nts,usu•llyfollowinglargeinitialdomin 
non-tolmnt patients,orwh,n opioidsu, giv,n in conjunction with oth,r ag,nh th•td,prm 
r!!spir,tion. 

Oxycodone should be used with extreme c;iution in patients with 1ignifinnt chronic 
ob1tructive pulmon.iry dise.ise or cor pulmon.ile,and in p.itientJ hiving .i substantially 
decre.isedrespiratoryr,serv,,hypoxi•1 hyperc.ipniil,orpre-e1istingrespir.itoryd,pression. In 
suchpati,nts,ev,nusu•lthmp,uticdomofoxycodon,maydl!Creils,respiratorydriv,to 
thepointofapnea.lnth,s,p,ti,ntsillterniltivenon-opioid,nalgesicsshouldb,considered, 
and opioidsshould be,mploy,d onlyund!!rmdul m,dic,I sup,rvision ,tth, low,st,ffl!Ctiv, 
do1e 

Head Injury 
Th,respiratorydepr!!mnt,ffl!Ctsofopioidsindudembondioxid,ret,ntion,indmondary 
,1,v.itionofm,brmpin,lfluidpr,ssurl!,Jndm,yb,m.irkedly,1;igg,r,it,dinth,pr,s,nc,of 
he.idinjury,intr.icr.mi.ille1ions,orothersourcesofpre-exi1tingincre.isedintr;icranialpressure 
01ycodone produces effects on pupill.iry response and consciousness which m;iy obscure 
neurologicsignsoffurth,rincreaminintmranialpressureinp.itientswithheadinjuri,s 

Hypot•nsive Effect 
OxycodoneHCIControlled-ReleaseT;ibletJ m;iyc;iusesever!!hYIX'tension. Thereis.inJdded 
risk to individu•ls whoseabilitytom.iint.iin blood pressur,has been compromised by.i 
deplet,dbloodvolum,,orart,rconcurr,nt.idministr.itionwithdrugssuchuphenothiazines 
or oth!!r agents which compromise v,somotor ton,. 01ycodone m•y produce orthostatic 
hypot,nsioninambulatorypati,nts.Oxycodone,lik,allopioidanJlg,sicsofth,morphin,­
type,shouldbeadministeredwithc1utiontop1tient1incircul;itory1hock,sincevasodil1tion 
producedbythedrugmayfurtherreduc,cardiuoutputJndbloodpressure 

PRECAUTIONS 
General 
Opioid ~n,ilgesics have ,i nurow ther;ipeutic index in cert.iin p,itient populations, especi,illy 
when combined with CMS depremnt drugs, and should be reserved for c.ises where the 
benefits of opioid .in.ilg,si.i outweigh the known risks of respiratory depr,ssion, illtered 
ment•lstat,,.indposturalhypot,nsion. 

Us,of01ycodoneHCIControlled-R,leaseTi1bletsisassociatl!dwithincreasedpot,ntialrisksand 
shouldb,us,donlywithc1utioninth,followingcondition1:,icuteJlcoholi1m;1dr,nocortical 
insufficiency (e.g.,Addison'sdis,ase);CNSdepression orcom;i;d,lirium trl!m,ns;debilit,ited 
p.itient1; kyphoscoliosis .i1soci.ited with respir.itory depression; my1edema or hypothyroidism; 
prost.itichypertrophyorurethr.ilstrictur,;severeimpairmentofh,p.itic,pulmonaryorrenal 
function;andto1icpsychosis 

Th, •dministration of 01ycodon, m,y obscure th, diagnosis or dinic,il course in p1ti,nts with 
acut,abdomin,lcondition1.01ycodon,m,iyaggr,iv,it,convulsionsinpilti,ntswithconvulsiv, 
disorders,.indallopioidsm1yinduceor;iggravat,sei1url!sinsomecliniul1ettings 

Interactions with other CNS Oepr•ssants 
Oxycodone HCI Controlled-Rele.ise bblets should be used with caution and st.irted in a 
rtduced dosage (1/3 to 1/2 of tht usual dosJge) in patitnts who art concurrtntly receiving 
otherCl!ntralnl!rvoussyst,md,pressantsincludingsed•tivesorhypnotics,general.in,sthetics, 
phenothi,zin,s,oth,r tr,nquiliz,rs, ,nd alcohol. lntl!r•ctiv, ,tt,cts resulting in respiratory 
depr,1sion,hypot,nsion,profound s,d,ition,or com;i m,y r,1ult ifthes, drugs ,ir, t,iken in 
combinationwiththeusu,ldosesofOxycodoneHCIControlled-R,leJselablets 

Interactions with Mixed Agonist/Antagonist Opioid Analgesics 
Agonist/antagonist analgesics (i.e., pentazocine, nalbuphine, and butorphanol) should be 
administeredwithcautiontoapatientwhohasreceivedorisreceivingacourseoftherapy 
with a pure opioid agonist analgesic such as oxycodone. In this situation, mixed agonist/ 
antagonistanalgesicsmayreducetheanalgesiceffectofoxycodoneand/ormayprecipitate 
withdrawalsymptomsinthesepatients. 

Ambulatory Surgery and Postoperative Use 
Oxycodone HCI Controlled-Release Tablets are not indicated for pre-emptive analgesia 
(administration pre-operatively for the management of postoperative pain). 

Oxycodone HCI Controlled-Release Tablets are not indicated for pain in the immediate 
postoperative period (the first 12 to 24 hours following surgery) for patients not 
previously taking the drug, because its safety in this setting has not been established. 

Oxycodone HCI Controlled-Release Tablets are not indicated for pain in the postoperative 
period if the pain is mild or not expected to persist for an extended period of time. 

0)(ycodone HCI Controlled-Release Tablets are only indicated for postoperative use 
if the patient is already receiving the drug prior to surgery or if the postoperative 
pain is expected to be moderate to severe and persist for an extended period of time. 
Physicians should individualize treatment, moving from parenteral to oral analgesics as 
appropriate (See American Pain Society guidelines). 

P.itients who ,ire ;ilre.idyreceiving Oxycodone HCI Controlled-Release T.ibletsas p.irtof ongoing 
.in.ilg,sictherapym.iybeuf,lycontinuedonthedrugif.ippropriatedosageadjustmenu.ir, 
mad,consid,ringth,proCl!dure,oth,rdrugsgiven,,ndth,t,mporarychilngesinphysiology 
rnmd by th, surgical interv,ntion (sl!I! DOSAGE AND ADMINISTRATION} 

Oxycodon, HCI Controll,d-R,1,ase Tabl,ts and other morphin,-like opioids have ~en 
shown to decr,.ise OOwel motility. lieus is, common postopM,tive complication, espe-ci;illy 
after intr.i-abdomin;il surgery with opioid .in.ilgesiil. CJution should~ tak,n to monitor for 
decre,sed bow,I motility in postoper.itive patients receiving opioids. St•ndard supportiv, 
th,r•pyshouldbeimpl,mented 

Use in Pancreatic/Biliary Tract Disease 
Oxycodone may cause spasm of the sphincter of Oddi and should be used with caution in 
patients with biliary tract disease, including acute pancreatitis. Opioids like oxycodone may 
causeincreasesintheserumamylaselevel. 

Tolenmce and Physical Dependence 
Tolerilnce is the ne,d for increasing doses of opioids to maintain a defin,d ,ffect such 
.is,in,19,sia(intheabsenceofdise.is,progr,ssionoroth,rextern•lfactors).Physic,il 
depend,nceism1nif,stedbywithdraw,ilsymptomsilftl!r1bruptdiscontinuationof, drug 
orupon;idministr,tionof.in,int,igonist. Physiald,p,nd,nc,,indtoler,nce;irenotunusu,il 
during chronic opioid therapy 

The opioid .ibstinence or withdr.iw.il syndrom, is ch.ir.icterized by some or all of the following 
restlmness, lacrimation, rhinorrhu, y.iwning, pl!rspir.ition, chills, my.ilgi.i, ,nd mydriasis. 
Other symptoms ,lso mily d,velop, including: irritability, an•iety, backach,, joint p,in, 
w,akn,ss, ,ibdomin•I cramps, insomnia, nause,i, anor,1ia, vomiting, diarrhea, or incr,•s,d 
bloodpr!!1sur,,r,spir;itoryrat,,orhurtr1t, 

In general, opioids should not be abruptly discontinued (see DOSAGE AND ADMINISTRATION: 
Cessation ofTherapy) 

Information for Patients/Caregivers 
If clinically advisable,patients receiving Oxycodone HCI Controlled-Release Tablets or their 
caregivers shouldbegiventhefollowinginformationbythephysician,nurse,pharmacist,or 
caregiver· 

lP-11tients should b, ,ware th.it 01ycodone HCI Controlled-R,leas, Tablets contain 01ycodone, 
whichisJmorphine-likesubst1nCI! 

2.Pilti,nts1houldb,1dvis,dth1t01ycodon,HCIControll,d-Rel,u,1'bl,tsw,r,d,signt-dto 
work properly only if swallowed who I,. Oxycodone HCI Controll,d-Releue 1ilbl,t1 will rele;ise 
.illtheircontents;itonCl!ifbroken,chew,d,orcrush,d,resultingin1riskoffat1loverdose 

3.Piltientsshould be.idvisedtor!!portepisodesofbre.ikthroughpilin•ndadverseexperiences 
occurringduringthmpy.lndividualizationofdoug,is,ss,ntiilltom•keoptimalus,ofthis 
me-:lic,ition. 

-4.P,tients should b,,idvis,d not to adjust th, dos,ofOxycodon, HCI Controll,d-R,lus, 
1ilb-letswithoutconsultingtheprescribingprofession,il 

S. P;itients should be ,idvised th.it Oxycodone HCI Controlled-Rel,.ise T.iblets m1y imp.iir 
memal.ind/orphysicill.ibilityr,quiredfortheperform.inceofpotenti•llyhamdoustasks 
(e.g.,driving,operatingh,.ivym•chin!!ry) 

6. Pati,nts should not combine 01ycodon, HCI Controll,d-R,leas, Tilblets with alcohol or 
oth,rcentr,iln,rvoussyst,md,pressilnts{sll!l!paids,tr,inquiliz!!rs)exc,ptbyth,ordersof 
th,premibingphy1ician,bec1usedangerousadditiveeffect1m,yoccur,resultinginserious 
injuryorde.ith 

7. Women of childbearing potential who become, or .irt pl.inning to btcome, prtgMnt should 
be.idvis,dtoconsulttheir physician r,garding th,etr,cts of analgesics ,nd other drug use 
duringpregn,incyonthemselv,s,indtheirunbornchild. 

8.Patientsshould be advised thatOxycodone HCI Controlled-Release Tablets area potential 
drug of abuse. Theyshouldprotectitfromtheft,anditshouldneverbegiventoanyoneother 
thantheindividualforwhomitwasprescribed 

9.Patientsshouldbeadvisedth•ttheym.iypassemptymatrix"ghosts"(tablets)viacolostomy 
or inth,stool,•nd that this is of no concern sincetheactiv, medication has .ilr,ady bl!l!n 
absor~d 

10. P,iti,nts should bl! ,idvis,d th,it if th,y h,iv, bl!l!n m,iving treatm,nt with O•ycodon,e HCI 
Controlled-R,le,seT;iblet1formoreth,in,ifewwe,ks1ndcesntionofth!!ri1pyi1indic.ited,it 
m1ybe.ippropri.it,tot;ipertheOxycodoneHCIControlled-Rele;i1eTabletsdose,ratherthiln 
abruptly discontinue it. due to the risk of precipitilting withdr.iwill symptoms. Their physiciiln 
canprovideadosesch,duletoilccomplish•gr.idualdiscontinu.itionofth,mediciltion 

11.Pi1tientsshouldbeinstruct,dtok!!ep01ycodoneHCIControlled·R!!leaseTabletsinilsecur, 
plil<e out of th, r,,ich of children. Wh,n 01ycodon, HCI Controll,d-R,ll!lse T,ibl,ts ue no 
longerneeded,th,unusedtablets1houldbedestroyedbytlushingdownthetoilet 

Use in Drug and Alcohol Addiction 
Oxycodone HCI Controlled-Release Tablets are an opioid with no approved use in the 
management of addictive disorders. Its proper usage in individuals with drug or alcohol 
dependence,eitheractiveorinremission,isforthemanagementofpainrequiringopioid 
analgesia 

Drug-Drug Interactions 
Opioid analgesics, including Oxycodone HCI Controlled-Release Tablets, may enhance the 
neuromuscularblockingactionofskeletalmusclerelaxantsandproduceanincreaseddegree 
of respiratory depression 

Oxycodon, is m,t.ibolized in part by cytochrome P-450 206 .ind Cftochrome P-450 3M and in 
theorycanb,ilffl!Ct!!dbyoth!!rdrugs. 

O•ycodone is m,t,ibolized in part to oxymorphon, via cytochrom, P-450 206. Whil, this 
pilthway m;iy ~ blocked by a vui,ty of drug1 (e.g., certain c.irdiovuculu drug1 including 
.imiod;iron, .ind quinidine u well .is polycyclic antidepress.int1), such blockade h.is not yet 
been shown to b, of clinic.ii signific.ince with this .igent. Clinicians should be aw.ir, of this 
possibl,intmction,how,ver. 

Un with CNS Depressants 
Oxycodone HCIControlled-R,leaseT•blets,like.illopioid.inalg,sics,should bestart,dilit1/3 
to1/2ofth,usu.ildosag,inpati,ntswho,r,concurrentlyreceivingoth,rcentr.iln,rvous 
syst,md,pressantsincludings,d,itivesorhypnotics,genmlilnesth,tics,phenothiazines, 
centr,illy acting anti-,metics, tranquiliurs, and ;ikohol bl!Caus, respiratory d,pr,5sion, 
hypotension,;ind profound sed.ition or comJ m;iy result. Mo speciicinter.iction between 
oxycodone.indmono.imineoxidueinhibitorsh.isbeenobserved,butcautionintheus,of 
anyopioidinp.itientstakingthisclmofdrugsis.ippropri.ite 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

Carcinogenesis, Mutagenesis, Impairment of Fertility 
Studiesofoxycodonetoevaluateitscarcinogenicpotentialhavenotbeenconducted 

Oiycodone was not mut.igenic in the following mays: Ames S.ilmon,lla •nd E.coli test 
with and without m,tabolic ,ictiv,tion •t dom of up to SOO'J µg, chromosomal ilb,rriltion 
t,st in hum,n lymphocyt,s in the ,bs,nc, of m,t,bolic •ctintion at dom of up to 1500 µg/ 
mL,indwithactiv,tion-48hours,ftMuposurl!iltdos,sofuptoSOOOµg/mL,,indinth,in 
vivo bone marrow micronucleus test in mice (;it pl.ism a levels of up to -48 µg/mL). Oxycodone 
w.is cl.istogenic in the human lymphocyte chromosom.il asSlly in the presence of met.ibolic 
•ctiv•tion in the hum.in chromosom.il .i~rr.ition test (,t gruterthan or l!-qu,I to 1250 µg/ml) 
,t 2-4 but not ,4e hours of exposur, ,nd in the mous, lymphoma amy •t dom of so µg/ml or 
grutl!r with metabolic activation ,nd Jt-400 µg/ml or gr,atl!r without m,etabolic activation 

Pregmmcy 
'fercitogtnic Efftcts · Cattgory B: R,production studi,s have been performed in r.its •nd rabbits 
by or,il •dminimation ,t dos,s up toe mg/kg and 125 mg/kg,respl!Ctively. Thm dom are 3 
ilnd -46 tim,s il human dos, of 160 mg/d,y, bu,d on mg/kg buis. Th, r,sults did not mul 
evidenceofharmtothef,tusdu,tooxycodone. Therear,,however,no;idequJtl!ilndw,11-
controlled studies in pregn,int wom,n. Because anim.il reproduction studies are not .ilw.iys 
predictive of hum.in response, this drug should be used during pregnancy only if clearly 
n,eded 

labor and Delivery 
01ycodone HCI Controll,d-Rele.ise T.iblets .ire not recommended for use in women during and 
immedi.it,ly prior to l.ibor .ind delivery because or.ii opioids m.iy caus, respir.itory depression 
in the n,wborn. Neon,t,s whos, moth,rs h,v, be,n t,king oxycodon, chroniully m,y exhibit 
respiratory depr!!ssion ,nd/or withdr,will symptoms, ,ith,r ,t birth and/or in th, nursery 

Nursing Mothers 
Low concentrations of oxycodone have been detected in br,ut milk. Withdr.iwal symptoms 
canoccurinbreast-)eedinginfantswh,nmat,rnaladministrationofanopioidanalgesicis 
stopped.Ordinarily,nursingshouldnotbeunderU1ktnwhileapatitntisreceivingOxycodont 
HCI Controlled-R,lus, Tabl,ts bec;ius, ofth, pos1ibility of s,d,ition and/or r,1pir,tory 
depression in the infant 

Pediatric Use 
Safety and effectiveness of Oxycodone HCI Controlled-Release Tablets have not been 
established in pediatric patients below the age oflB. It must be rememberedthatOxycodone 
HCI Controlled-Release Tablets cannot be crushed or divided for administration. 

GeriJitricUse 
lncontrolledph,irm;icokin,tic1tudie1in,ldMlysubjl!Cts(grut,rth,in6Sy,,rs)th,d,arance 
ofoxycodone .ippeared to be slightly reduced. Compared to young .idults,the pl.ism, 
concentr.itions of oxycodone were increased approxim;itely 15C4 (see PHA•MACOKIMETICS 
AJIID METABOLISM). Of the total number of subjects (-4-45) in clinical studies of Oxycodone 
HCI Controll,d-R,leas, Tubl,ts, He (333%) wer, age 65 and old,r (including those •9' 75 
Jndold!!r)whil,-40(9.0,S)wm,ge75andolder.lnclinicaltri,ils with,ippropri,t,initiation 
ofth!!rapy,nddos,titr,tion,nountowudorun,1pect,d1id,,ffectsw,fl!se,ninth,,ld,rly 
p.itients who received Oxycodone HCI Controlled-Rel,.ise T;ibletJ. Thu1, the um~I doses and 
dosinginterv.ilsue.ippropri.iteforthes,p.itients.Aswith.illopioids,thestartingdoseshould 
bereduc,dto1/3tol/2oftheusu.ildos.igeindebilitated,non-tolerantp.iti,nts. Respiratory 
d,prmionisth,chi,fhanrd in,ld!!rlyord,bilitatedpatients,usuallyfollowinglargeiniti•I 
dos,sinnon-toll!r•ntpati,nts,orwhenopioids,iregiv,ninconjunctionwithoth!!r1g,nts 
th,itd,pr,ssr!!Jpiration 

LJ1bon1tory Monitoring 
Due to th, broad rang, of plasma concentriltions sl!tn in clinic•I populations, the varying 
d,gre,s of pain, ,nd th, d,nlopm,nt of tolMance, plum,i oxycodon, mu1urem,nts 
;ire usually not helpful in clinical m;in;igement. PlasmJconcentrationsofthe;ictivedrug 
substancemily~ofv.ilueins,lected,unusualorcomplexc;i1es 

Hepatic Impairment 
A study of Oxycodone HCI Controlled-Release Tablets in patients with hepatic impairment 
indicatesgreaterplasmaconcentrationsthanthosewith normal function. The initiation of 
therapyat1/3to1/2theusualdosesandcarefuldosetitrationiswarranted 

R1m1I Impairment 
In patients with ren,il impairment, as evidenCl!d by decre;ised cre,itinin, cle;ir;ince (<60 ml/ 
min),theconCl!ntrationsofoxycodoneinthepl.ism.iare1ppro1imately50%higherth;inin 
subjects with normalren•lfunction. Doseiniti.itionshouldfollow.iconservativeapproilch 
Ooug,sshouldbeadjusted.iccordingtoth,clinicalsituation 

Gender Differences 
In ph.irm.icokineticstudies,opioid-n.iivefem.ilesdemonstr.ite upto25% higher;iver.ige 
pl.ism.iconc,ntrationsandgruterfr,quencyoftypicalopioid.idverseev,ntsth.in males, 
,v,n ,her adjustm,nt for body weight Th, clinic•I r,levanCI! of .i diffr!rl!n(e of this m,gnitud, 
is low kir il drug int,nd,d for chronic usJge ilt individualized doug,s, and th,r, wu no m,le/ 
f,mal,ditfer,nCl!d!!tl!ct,dfor,ficacyoradv,rse,v,nt5inclinicaltrials 

ADVERSE REACTIONS 
The safety of Oxycodone HCI Controlled-Release Tablets was evaluated in double-blind clinical 
trialsirwolving713patientswithmoderatetoseverepainofvariousetiologies. lnopen-label 
studies of cancer pain, 187 patients received Oxycodone HCI Controlled-Release Tablets in 
totaldailydosesrangingfrom20mgto640mgperday. Theaveragetotaldailydosewas 
approximately105mgperday. 

s,rious .idv,rs, reactions which m,y be associat,d with 0:r:ycodon, HCI Controlled-R,leue 
TJblet th!!r•PY in clinic.I use are thos, obmv,d with other opioid analgesics, including 
respiratory d,pr,ssion, ,pnt,, respiratory arrest,and (to Jn ev,n 1,ss,r d,grl!I!) circul,tory 
depression, hypotension, or shock (see OYERDOSAfiE) 

Thenon-serious.idver1e,ventsseenoninitiationofther.ipywithOxycodoneHCIControll,d­
Rele.iseTablets ilretypical opioid side effects. Th,se ev,nts.ire dose-dependent,ilnd their 
frequencydependsuponthedos,,th,clinical s,tting,thep.iti,nt's l,vel ofopioidtoleranCI!, 
,ndhostfactorsspl!CifictotheindividuilL Th,yshouldbe!!lpected,ndmanag,dasap,rt 
ofopioid,in,ilg,si,. Th, mo1tfr,quent (:>5,S) include:constipation,naus,11,somnol,nce, 
diuines1,vomiting,pruritus,head,che,drymouth,swe;iting,and;istheni.1 

lnm1nyc.isesthefrequencyoftheseeventsduringinitiationoftherapym1ybeminimizedby 
carefulindividu.iliz.itionofst.irtingdouge,slowtitr.ition,andtheavoid.inceofl.irgeswingsin 
th,plilsm.iconc,ntrationsofth,opioid. M.inyofth,s,,dverseev,ntswillceaseord,crease 
inint,nsity,sOxycodoneHCIControlled-Releas,T,ibl,ttherapyiscontinued,ndsomedegrl!t 
oftol,r,inCl!isd,v,lop,d. 

Clinical trials comp;iring 01ycodon, HCI Controlled-Releas, T,blets with immedi,ite-release 
oiycodon,.ind pl.iceboreve,iled a simil.ir.idverseevent profile~tween Oxycodone HCI 
Controlled-Release T.iblets and immediate-rele.ise oxycodone. The most common adverse 
ev,nts(>5"}reportedbypati,ntsatl,.istonceduringth,rapywm 

Table 3 

OxycodoneHCI Immediate-Release Placebo 
Controlled- (n=225} (n=45) 

Release Tablets 
(n=227) 

1%) 1%) (%) 

Constipation Ill) (26) 17) 

Nausea Ill) 1271 (11) 

Somnolence Ill) (24) 14) 

Dizziness 113) (16) (9) 

Pruritus 113) (12) Ill 

Vomiting 1121 114) 17) 

Headache 17) 18) 17) 

Dry Mouth (6) 171 12) 

Asthenia 16) 171 

Sweating IS) 16) Ill 

The following adverse experiences were reported in Oxycodone HCI Controlled-Release 
Tablets-treated patients with an inCldence between 1% and 5%. In descending order of 
frequencytheywereanorexia,nervousness,insomnia,fever,confusion,diarrhea,abdominal 
pain, dyspepsia, rash, anxiety, euphoria, dyspnea, postural hypotension, chills, twitching, 
gastritis,abnormaldreams,thoughtabnormalities,andhiccups. 
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Thtfollowing1dvtrstreactionsoccurrtdinltssth1nl~ofpatitnt1involvtdinclinic1ltrialsor 
werereixirtedinpostmuketingexperience 

Blood and lymphatic system disorders: lymphadenopathy 

Cardiac disorders: palpitations (in the context of withdrawal) 

Ear and labyrinth disorders: tinnitus 

Endocrine disorders; syndrome of inappropriate antidiuretic hormone secretion (SIADH) 

Eye disorders: abnormal vision 

Gastrointestinal disorders: dysphJgiJ, eructation, flatulence, gastrointestinal disorder, ileus, 
increasedappetite,stomatitis 

General disorders and administration site conditions; chest pain, edema, facial edema, 
malJise, pain, peripheral edema, thirst, withdrawal syndrome (with and without seizures) 

Immune system disorders: anaphylactic or anaphylactoid reaction (symptoms of) 

Infections and infestations: pharyngitis 

Injury, poisoning and procedural complications; accidental injury 

lnvestigations:hyponatremia,increasedhepaticenzymes,STdepression 

Metabolism and nutrition disorders: dehydration 

Musculoskeletal and connective tissue disorders: neck pain 

Ner.-ous syst•• disordu1; abnorm1I gait, 1mnesi,, hyptrkintsia, hypertoni, (muscul~r), 
hyptsthesi,,hypotoni,,migraint,paresthtsi,,s,izures,spttchdisordtr,stupor,syncope,tlstt 
perversion,tremor,vertigo 

Psychiatricdisorders:agitation,depersonalization,depression,emotionallability, 
hallucination 

Renalandurinarydisorders:dysuria,hematuria,polyuria,urinaryretention,urination 
impaired 

Reproductive system and breast disorders: amenorrhea, decreased libido, impotence 

Respiratory, thoracic and mediastinal disorders: cough increased, voice alteration 

Skin and subcutaneous tissue disorders: dry skin,exfoliative dermatitis, urticaria 

Vasculardisorders.:vasodilation 

OVER DOSAGE 
Acuteoverdosagewithoxycodonecanbemanifestedbyrespiratorydepression,somnolence 
progressing to stupor or coma, skeletal muscle tlacCldity, cold and clammy skin, constricted 
pupils,bradycardia,hypotension,anddeath. 

De,ths due to overdose have bttn reported with abuse and misuse of 0:r:ycodont HCI 
Controlltd-Rel,~s, T,ibltts,bying,sting,inh,ling,orinjectingthecrushtdt,iblets. Review of 
casereportshuindicattdth1tthtriskoffat,loverdoseisfurthtrincr,asedwhenOrycodont 
HCI Controlled-Rel~;ne T;iblets are abused concurrently with alcohol or other CNS depr~ss;ints, 
includingotheropioids 

In the treiltmtnt of 01ycodone overdosilge, prim~ry ~tttntion should be given to the 
rt-est,blishment of ii patent ,irway ,nd institution of assisted or controlled ventilation 
Supportive musum (including 01ygtn and vuopmsors) should bt employed in tht 
m1n19tmtnt of circulatory shock ind pulmon,ry edema ,ccomp,nying overdose ,s indiated 
C,rdiacarrest or mhythmias m;iy require c;irdi;ic m;imgeordefibrillation 

The pure opioid ;int~gonists such ;is naloxone or nalmefene are specific antidotes ~g;iinst 
respiriltorydepressionfromopioidoverdose. Opioidilntagonistsshouldnotbtadministered 
intheabstnceofcliniallysigninc;int rtspir,toryordrcul,torydeprtssion mondaryto 
01ycodone overdose. In p,itients who ,r, physic,illy dependent on ,iny opioid ,igonist 
including Oxycodont HCI Controlltd-Relus, Tablets, ,n ~brupt or complete revers~I of 
opioid effects may precipitilte lln acute ;ibstinence syndrome. The severity of the withdr.iwal 
syndrome produced will depend on the degree of physical dependence ind the dose of 
theilntagonistildministered. Pluseseetheprtscribinginformiltionforthespecilicopioid 
antagonistfordetailsofthtirproperuse 

DOSAGE AND ADMINISTRATION 
General Principles 
OXYCODONE HCI CONTROLLED-RELEASE TABLETS ARE AN OPIOID AGONIST AND A 
SCHEDULE II CONTROLLED SUBSTANCE WITH AN ABUSE LIABILITY SIMILAR TO MORPHINE. 
OXYCODONE, LIKE MORPHINE AND OTHER OPIOID$ USED IN ANALGESIA, CAN BE ABUSED 
AND IS SUBJECT TO CRIMINAL DIVERSION. 

OXYCODONE HCI CONTROLLED-RELEASE TABLETS ARE TO BE SWALLOWED WHOLE AND 
ARE NOT TO BE BROKEN, CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, OR CRUSHED 
OXYCODONE HCI CONTROLLED-RELEASE TABLETS LEADS TO RAPID RELEASE AND 
ABSORPTION OF A POTENTIALLY FATAL DOSE OF OXYCODONE. 

One Oxycodone HCI Controlled-Release 160 mg tablet is comparable to two 80 mg 
tablets when taken on an empty stomach. With a high-fat meal, however, there is a 
25% greater peak plasma concentration following one 160 mg tablet. Dietary caution 
should be taken when patients are initially titrated to 160 mg tablets (see DOSAGE AND 
ADMINISTRATION}. 

Patients who are not currently taking opioid analgesics should generally be started on 
the lowest appropriate dose (see DOSAGE AND AOMINISTRATION; Initiation of Therapy). 

lntrutingp,initisvitaltoasmsthtp~ti,ntregularlyindsystem1tically. Ther,pyshould 
.ilsoberegul;irlyreviewed1nd;idjustedbaseduponthepatient'sownreportsofp1inandiide 
effects;indthehe;ilthprofessional'sclinic;iljudgment 

Oxycodont HCI Controlled-Rele~se Tablets are a controlled-reluse oral formuliltion of 
oxycodone hydrochloride indicated klr the management of moderate to sever, pain when 
a continuous,around-tht-clock,in,lgtsicisnttdtd klr,in tlttnded ptriodoftimt. Tht 
controlled-release n,turt of tht formul~tion ,llows 01ycodon, HCI Controlltd-Relus, 
Tublets to b~ effe-ctively ;idministered every 12 hours (see CLINICAL PHAIMACOLOGY; 
PHARMACOKINETICS AND METABOLISM). While symmetric (s;ime dose AM ~nd PM),around­
the-clock, ql 2h do~ing Is ~ppropriatt klr the m~jority of patients, some p~titnts m~y benefit 
from asymmetric (different dose given in AM than in PM) dosing, tailored to their p,in p;ittern 
ltisusually,ppropriatttotre,it,patientwithonlyontopioidforaround-tht-clockthmpy. 

Physiciansshouldindividualizetreatmentusingaprogressiveplanofpainmanagementsuch 
as outlined by the World Health Organization, the American Pain Society and the Federation 
ofStateMedicalBoardsModelGuidelines. Healthcareprofessionalsshouldfollowappropriate 
pain management principles of careful assessment and ongoing monitoring (see BOXED 
WARNING). 

Initiation of Therapy 
ltiscriticaltoinitiatethedosingregimenforeachpatientindividually,takingintoaccountthe 
patlent'sprioropioidandnon-opioidanalgesictreatment. Attentionshouldbeglvento 

(1)thegeneralconditionandmedicalstatusofthepatient; 

(2)thedailydose,potency,Jndkindoftheanalgesic(s)thepatienthasbeentJking; 

(3)thereliabilityoftheconversionestimateusedtocalculatethedoseofoxycodone; 

(4)thepatient'sopioidexposureandopioidtolerance{ifany); 

(SJ the Special Instructions for Oxycodone HCI Controlled-Release 80 mg, and 160 mg 
Tablets, or a Single Dose Greater Than 40 mg; and 

(6)thebalancebetweenpaincontrolandadverseexperiences. 

Cartshouldbet~ktntoustlowiniti1ldomof01ycodontHCIControlltd-ReleaseT,blets 
in p;itients who Jre not 1lre1dy opioid-toler,int, especially those who are receiving 
concurrent treatment with muscle relilxllnts, sedatives, or other CNS ;ictive mediations (see 
PIECAUTIONS: Dr■t-Dr■9 lnttr1ctions) 

ForinitiiltionofOxycodone HCIControlltd-Releastlilbletsther,pyforpiltients previously 
t~king opioids, tht conversion ratios from Foley, KM. [NEJM, 198S; 313:a4-95), found btlow,are 
artasonabltst,rtingpoint,,lthoughnotverifiedinwtll-controlltd,multiplt-dosttrials 

Experience indic,t-es a reuon1ble st,rting dose of Oxycodone HCI Controlled-Release 
Tubletsforp;itients who are taking non-opioid analgesics ind requirecontinuous;iround 
the-clock therapy for ~n extended period of time is 10 mg q12h. If a non-opioid ~n;ilg,sic 
is being provided, It m~y bt continued. Oxycodone HCI Controlltd-Relt~se lJbltts should bt 
individuilly titr~ted to a dose th,t provides ~dequat, ,nalgesia and minimim side tlJects. 

1. U~ing standard conversion ratio estim,tts (set lJblt 4 below), multiply the mg/day of the 
previousopioidsbytheappropriatemultiplicationfactorstoobtilintheequiv,l~nttotald1ily 
dose of orlll 01ycodone 

2.Whenconvertingfromoxycodone,dividethe24-houroxycodonedoseinhalftoobtalnthe 
twiceaday{q12h)doseofOxycodoneHCIControlled-ReleaseTablets 

3. Round down to a dose which is ~ppropri,tt for the tablet strengths ~v~ilablt (1 O mg, 20 mg, 
40mg,and80mgtabltts) 

-4. Discontinue ,11 other around-the-clock opioid drugs when Oxycodone HCI Controlled­
Releue k'lblet theripy is initiited 

S. Ho fixed conversion r~tio is likely to be s;itidactory in all p;itients, especi;illy p;itients 
receiving l~rg, opioid doses. The recommended doses shown in T~blt -4 ue only, st;irting 
point,,nd dost observation ind frtqutnttitr,tionareindic,ted until patients,irt st~bl-eon 
thtntwthtr1py 

Table4 

MultiplicationFactorsforConvertingtheDailyDose 
of Prior Opioids to the Daily Dose of Oral Oxycodone* 

Oxycodone 

Codeine 

Hydrocodone 

Hydromorphone 

levorphanol 

Meperidine 

Methadone 

Morphine 

(Mg/Day Prior Opioid x FJctor = Mg/Day Oral 
Oxycodone) 

Oral Prior Opioid 

0.15 

0.9 

7.5 

0.1 

1.5 

0.5 

Parenteral 
Prior Opioid 

20 

15 

0.4 

*Tobe used only for conversion to oral oxycodone. For patients receiving high­
dose parenteral opioids, a rnore conservative conversion is warranted. For example, 
forhigh-doseparenteralmorphine,use1.5insteadof3asamultiplicationfactor. 

In ~II mes, supplementill ~n~lgesi;i should be m;ide ~unable in the form of a suit;ible short 
acting analgesic 

Oxycodone HCI Controlltd-Rtleas, T,bltts can be safely used concomit,intly with usu,il dom 
of non-opioid analgesics and ,n1lgtsic,djuvants,providtd cart is t,ken to stle<t, proper 
initi;ildose(seePIECAUTIONS) 

Conversion from Transdermal Fentanyl to Oxycodone HCI 
Controlled-Release Tablets 
Eighteen hours following the removal of the transdermal fentanyl patch, Oxycodone HCI 
Controlled-ReleaseTablettreatmentcanbeinitiated. Althoughtherehasbeennosystematic 
assessmentofsuchconverslon,aconservativeoxycodonedose,approximately10mgq12hof 
Oxy<0done HCI Controlled-ReleaseTablets,should be initially substituted for each 25-µg/hr 
fentanyltransdermalpatch. Thepatientshouldbefollowedcloselyforearlytitration,asthere 
isverylimitedclinicalexperiencewiththisconversion 

Managing Expected Opioid Adverse Experiences 
Most patients receiving opioids,especiallythose whoareopioid-naive,will experience side 
effe<ts. Frequently the side effects from Oxycodone HCI Controlled-Release Tablets are 
trJnsient,butmayrequireevaluationandmanagement. Adverseeventssuchasconstipation 
shouldbeantidpatedandtreatedaggressivelyand prophylacticallywithastimulantlaxative 
and/or stool softener. Patientsdonotusuallybecometoleranttotheconstipatingeffectsof 
opioids 

Other opioid-rel~ted side effects such as sed~tion ~nd nausea ue usu,lly self-limited ~nd often 
donotptrsistbeyondthe)lrstfewdiys. lfnauseaptrsists~ndisunacceptabletothepitient, 
trutment with antitmttics or other modalities may relieve these symptoms ,nd should bt 
con~idered. 

P1tients receiving Oxycodone HCI Controlled-Rele~se Tub lets may p~ss ;in intict m;itrix"ghost" 
In the stool or vi~ colostomy. These ghosts contain little or no residuel oxycodone ~nd ue of 
no clinical consequence 

Individualization of Do5age 
Once therapy is initi1ted,p;iin relief ind other opioid effects should be frequently assessed 
Piltients should be titrated to ildequ~te effect (generillly mild or no piin with the regulu use 
of no more th;in two doses of suppltmentill analgesiil per 2-4 hours). P,titnts who e•peritnct 
breakthrough pain m~y require dos~g, adjustment or rescue mtdic,tion. Because ste.ady­
st1t,e pl1sm, concentrations ue approrimattd within 2-4 to 36 hours, dosage adjustment m,y 
becarriedoutevery1 to2d1ys. ltismostippropri;itetoincre.isetheq12hdose,notthe 
dosing frequency. Thereisnoclinicalinformitionondosingintervalsshorterthanq12h. Asa 
guideline,txceptfortheincreilsefrom 10m9to20mgq12h,thetot~ldililyorycodonedose 
usoillycanbtincrusedby25"-to50%ofthecurrentdostateachincrease 

lfsignsoftxcmiveopioid-rtlited,dvtrseerptrienmmobstrved,thtnextdosem,ybe 
reduced. If this ,djustment luds to inadequ,tt 1nalgtsia,, suppltmtnt1I dos, of immtdi,tt­
relt~se o-.ycodont m.iy be given. Alttrnlltively, non-opioid lln1lgesic .idjuvllnts m1y be 
employed. Dose 1djustments should b,e mide to obt1in ~n ippropri;ite balince between p;iin 
relief ind opioid-related ~dverseexperiences 

lfsignificantadverstevtntsoccurbtfortthetherapeuticgoal ofmildornopainisichievtd, 
thteventsshouldbetreattdaggrtssivtly. Onctlldvtrsetvtntsutundercontrol,upw,rd 
titr.ationshouldcontinuttoanacctpt,bltltvelofp1incontrol. 

Duringperiodsofchanginginillg~sicrequirements,indudinginitialtitr;ition,frequentcont;ict 
is recommended between physiciin, other members of the heilthcare team, the patient and 
the-cilregiver/filmily 

Special Instructions for Oxycodone HCI Controlled-Release 80 mg Tablets, or a single 
dose greater than 40 mg (for use in opioid-tolerant patients only.) 

Oxycodone HCI Controlled-Release 80 mg Tablets, or a single dose greater than 40 mg, 
are for use only in opioid-tolerant patients only. A single daily dose greater than 40 mg, 
or total daily doses greater than 80 mg, may cause fatal respiratory depression when 
administered to patients who are not tolerant to the respiratory depressant effects 
of opioids. Patients should be instructed against use by individuals other than the 
patient for whom it was prescribed, as such inappropriate use may have severe medical 
consequences, including death. 

One Oxycodone HCI Controlled-Release 160 mg tablet is comparable to two 80 mg 
tablets when taken on an empty stomach. With a high-fat meal, however, there is a 25% 
greater peak plasma concentration following one 160 mg tablet. Dietary caution should 
be taken when patients are initially titrated to 160 mg tablets. 

Supplemental Analgesia 
Mostpatientsgivenaround-the-clocktherapywithcontrolled-releaseopioidsmayneedto 
haveimmediate-releasemedicationavailablefore.i:acerbationsofpalnortopreventpainthat 
occurspredictablyduringcertainpatientactivities(inddentpain) 

Maintenance of Therapy 
The intent of the titration period is to est~blish ~ pititnt-specific q12h dose that will maintain 
,d,quate ,nalgesia with acceptable side effects for ;is long as pain relief is n,mmy. Should 
p~in recur then tht dose can bt incrtmtnt,lly incrustd to rt-establish p,iin control. The 
method ofther,py ,djustment outlined ,bovt should bt employed to rt-tst1blish p,in 
control 

During chronic ther~py,especially for non-cancer piin syndromes, the continued need for 
around-the-clockopioidthmpyshouldbereassessedptriodicillly(e.g.,tvery6to12months} 
,sippropriite 

Cessation of Therapy 
WhenthepatientnolongerrequirestherapywithOxycodoneHCIControlled-ReleaseTablets, 
doses should be tapered gradually to prevent signs and symptoms of withdrawal in the 
physically dependent patient 

CONFIDENTIAL- SUBJECT TO PROTECTIVE ORDER 

Conversion from Oxycodone HCI Controlled-Release Tablets to 
Parenteral Opioids 
Toavoidoverdose,conservativedoseconversionratiosshouldbefollowed 

SAFETY AND HANDLING 
Oxycodone HCI Controlled-Release Tablets are solid dosage forms that contain oxycodone, 
which is a controlled substance. Like morphine, oxycodone is controlled under Schedule II of 
the Controlled Substances Act 

Oxycodone HCI Controlled-Releise Tiblets hive been targeted for theft ;ind diversion by 
crimin~ls. Healthcue profession;ils should contact their State Profession~! Licensing eoud or 
St,te(ontrolledSubstanmAuthorityklrinformationonhowtoprtvent.inddetectabuseor 
divtrsionofthisproduct 

HOW SUPPLIED 
Oxycodone HCI Controlled-Release Tablets 10 mg are round, unscored, white-colored, 
convex tablets imprinted with OC on one side and 10 on the other. They are supplied as 
follows 

NDCS2152-408-02: child-resistantclosure,opaqueplasticbottlesof100 

Oxycodone HCI Controlled-Release Tablets 20 mg are round, unscored, pink-colored,convex 
tablets imprinted with OC on one side and 20 on the other. They are supplied as follows 

NDCS2152-409-02: child-resistantclosure,opaqueplasticbottlesof100 

Oxycodone HCI Controlled-Release Tablets 40 mg are round, unscored, yellow-colored, 
convex tablets imprintedwithOC on one side and 40on the other. They are supplied as 
follows 

NDC 52152-410-02:child-resistant closure, opaque plastic bottles of 100 

Oxycodone HCI Controlled-Release Tablets 80 mg are round, unscored, green-colored1 

convex tablets imprinted with OC on one side and 80 on the other. They are supplied as 
follows: 

NDC52152-411-02:child-resistantclosure,opaqueplasticbottlesofl00 

Store at 25"( (77°F}; excursions permitted between 1 s0 -30°C (59° -86~F) 

Dispenseintight,light-resistantcontainer 

CAUTION 
DEA Order Form Required. 

Pactavis 
Distributed by: 
Act,vislotow~LLC 
990RiverviewDrive 
Totow;i,NJ07512USA 

U.S. Patent Numbers5,50M42 ,nd 7,129,2-48 
89-49-00 June2009 

PATIENT INFORMATION 

OXYCODONE HCI 
CONTROLLED-RELEASE TABLETS 

CII 

Oxycodone HCI Controlled-Release Tablets, 10 mg 
Oxycodone HCI Controlled-Release Tablets, 20 mg 
Oxycodone HCI Controlled-Release Tablets, 40 mg 
Oxycodone HCI Controlled-Release Tablets, 80 mg 

R,cOnly 
Read this information carefully before you take Oxycodone HCI Controlled-Release 
Tablets. Also read the information you get with your refills. There may be something new. This 
informationdoesnottaketheplaceoftalkingwithyourdoctoraboutyourmedicalcondition 
oryourtreatment. OnlyyouandyourdoctorcandecideifOxycodoneHCIControlled-Release 
Tablets are right for you. Share the important information in this leaflet with members of your 
household 

What Is The Most Important Information I Should Know About 
Oxycodone HCI Controlled-Release Tablets? 

• Use Oxycodone HCI Controlled-Release Tablets the way your doctor tells you to . 

• Use Oxycodone HCI Controlled-Release Tablets only for the condition for which it was 
prescribed. 

• Oxycodone HCI Controlled-Release Tablets are not for occasional (uas needed") use. 

• Swallow the tablets whole. Do not break, crush, dissolve, or chew them before swallowing 
Oxycodone HCI Controlled-Release Tablets work properly over 12 hours only when swallowed 
whole. If a tablet is broken, crushed, dissolved, or chewed, the entire 12 hour dose will 
be absorbed into your body all at once. This can be dangerous, causing an overdose, 
and possibly death, 

• Keep Oxycodone HCI Controlled-Release Tablets out of the reach of children. Accidental 
overdosebyachildisdangerousandmayresultindeath 

• Prtvu1t tlllfft ,ind misust. Oxycodont HCI Controlltd-Reluse T;iblets contain a narcotic 
piinkiller that c•n be~ target for people who ;ibuse prescription medicines. Therefore, kttp 
yourtablttsin•securtplace,toprotectthtmfromthtft.Nevergivtthemtoanyontelst 
Stllingorgiving,waythismtdicintisdangtrousand1g,instthtl,w. 

What are Oxycodone HCI Controlled-Release Tablets? 

Oxycodone HCI Controlled-Reluse Tublets ue t•blets th•t come in sever;il strengths •nd 
contain the medicineoxycodon, (ox-e-WE-done). This medicine is~ p•inkiller like morphine 
Oxycodone HCI Controlltd-Rtluse Tilblets trut moderate to sever, p•in thilt is expected to 
l,stfor,in extended ptriodoftimt. UseOxycodoneHCI Controlled-RtleaseT;ibletsregul,rly 
during trt1tmtnt. It cont1ins enough medicine to last for up to twelve hours, 

Who Should Not Take Oxycodone HCI Controlled-Release Tablets? 

Do ■ot t,ib Oxycodo■t HCI Contrelltd-RelHst lllbltts if 
•yourdoctordidnotpremibeOxycodoneHCIControlled-ReleaseT;ibletsforyou 
• your p;iin is mild or will go ilway in aftwd~ys 
-yourp;iinc,nbecontrolltdbyocmion•luseofothtrpainkillers 
·youh,vtsevtre,sthmiorstverelungproblems 
• you h~v, hid, severe allergic reaction to codtine,hydrocodon,,dihydrocodeine,or 
oxycodone(such;islylox,TylenolwithCodeine,orVicodin). Asevere;illergicre.iction 
includes•severerash,hives,breathingproblems,ordirziness 

• you had surgery less th.in 12 - 2-4 hours ;igo and you were not tllking Oxycodone HCI 
Controlled-ReleaseT1bletsjustbeforesurgery. 
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Your doctor should know about all your medical conditions before deciding if Oxycodone 
HCIControlled-ReleaseTabletsarerightforyouandwhatdoseisbest.Tellyourdoctorabout 
allofyourmedicalproblems,especiallytheoneslistedbelow 

•troublebre;ithingorlungproblems 
•head injury 
•liverorkidneyproblems 
·adrenillgl1ndproblems,such1sAddison'sdisease 
•convulsions or seizures 
·.ilcoholism 
•h;illucin;itiomorotherseverement;ilproblems 
•p1storpresentsubstancei1buseordrug1ddiction 

lfanyofthes,conditionsapplytoyou,;indyouhav,n'ttoldyourdoctor,thenyoushouldtell 
yourdoctorbefor,takingOxycodon,HCIControll,d-Releils!!Tabl,ts 

If you are pregnant or plan to become pregnant, talk with your doctor. Oxycodone HCI 
Controlled-Release Tablets may not be right for you. Tell your doctor if you are breast 
feeding. Oxycodone HCI Controlled-Release Tablets will pass through the milk and may harm 
thebaby 

Tell Y••r lltctor 1bo•t 111 th• n1edici111es JOU t1b, including pr,miption and non­
prescription m,didnes, vitilmins, 1nd h,rbill supplements. They m1y cause mious medical 
problems when taken with Oxycodone HCI Controlled-Rele1se lilblets, especi.illy if they cause 
drowsiness 

How Should I Take Oxycodone HCI Controlled-Release Tablets? 

• Follow your doctor's directions exactly. Your doctor may change your dose based on your 
reactionstothemedicine.Donotchangeyourdoseunlessyourdoctortellsyoutochangeit 
Do not take Oxycodone HCI Controlled-Release Tablets more often than prescribed 

• Swallow the tablets whole. Do not break,crush, dissolve,or chew before swallowing. If 
the tablets are not whole, your body will absorb too much medicine at one time. This 
can lead to serious problems, including overdose and death. 

• If you miss a dose, take it as soon as possible. If it is almost time for your next dose, skip 
the missed dose and gobacktoyourregulardosingschedule. Donottake2dosesatonce 
unlessyourdoctortellsyouto. 

• In case of overdose, call your local emergency number or Poison Control Center right away 
• Review your pain regularly with your doctor to determine if you still need Oxycodone HCI 

Controlled-Release Tablets 
• You may see tablets in your stools (bowel movements). Do not be concerned. Your body 
hasalreadyabsorbedthemedicine. 

If you continue to have pain or bothersome side effects, call your doctor 

Stopping Oxycodone HCI Controlled-Release Tablets. Consult your doctor for instructions 
on how to stop this medicine slowly to avoid uncomfortable symptoms. You should not stop 
taking Oxycodone HCI Controlled-Release Tablets all at once if you have been taking it for more 
thanafewdays 

After you stop taking Oxycodone HCI Controlled-Release Tablets, flush the unused 
tablets down the toilet. 

What Should I Avoid While Taking Oxycodone HCI Controlled­
Release Tablets? 

• Do not drive, operate heavy machinery, or participate in any other possibly dangerous 
activities until you know how you react to this medicine. Oxycodone HCI Controlled-Release 
Tabletscanmakeyousleepy. 

• Do not drink alcohol while using Oxycodone HCI Controlled-Release Tablets. It may 
increase the chance of getting dangerous side effects. 

• Do not take other medicines without your doctor's approval. Other medicines include 
prescription and non-prescription medicines, vitamins,and supplements. Be especially 
carefulaboutproductsthatmakeyousleepy 

What are the Possible Side Effects of Oxycodone HCI Controlled­
Release Tablets? 

Call your doctor or get medical help right away if 
•yourbreathingslowsdown 
•youfeelfaint,dizzy,confused,orhaveanyotherunusualsymptoms 

Some of th, common sid, l!l°Fects of Oxycodone HCI Controlled-Reluse T;iblets are nausea, 
vomiting, dizziness, drowsiness, constipation, itching, dry mouth, sweating, weakn,ss, and 
heildilche.Someofthes,sideeffectsmaydecreilsewithcontinu,duse. 

There is il risk of abuse or addiction with narcotic p1inkillers.lf you hive ;ibused drugs in 
thepast,you m;iyhave.i higherch.inceofdeveloping abuse or.iddiction ag~in while using 
OxycodoneHCIControlled-R,leaseT;iblets. 

Th,sear,notilllthe possibl,sid,efl'l!CtsofOxycodoneHCI Controlled-R,leas,T;iblets.Fora 
cornpletelist,askyourdoctororpharm1cist 

General Advice About Oxycodone HCI Controlled-Release Tablets 

• Do not use Oxycodone HCI Controll,d-Rel,1se Titblets for conditions for which it WilS not 
pr,scrib,d. 

·Do not give Oxycodone HCI Controlled-Release Tablets to other people, even if they have 
the same symptoms you have.Sharingisillegalandmaycauseseverernedicalproblems, 
including death 

This le1fl,t summarizes the most important information 1bout Oxycodone HCI Controlled· 
Release Tablets. If you would like more information, t1lk with your doctor. Also, you can uk 
your phumadst or doctor for inkirmation 1bout O•ycodone HCI Controlled-Release Tabl,ts 
th1ti>writtenforhe1lthprof,ssion1ls 
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